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IDEAS TO IMPROVE MEDICARE OVERSIGHT 
TO REDUCE WASTE, FRAUD AND ABUSE 


WEDNESDAY, APRIL 30, 2014 

U.S. House of Representatives, 

Committee on Ways and Means, 

Subcommittee on Health, 

Washington, DC. 

The Subcommittee met, pursuant to call, at 1:58 p.m., in Room 
1100, Longworth House Office Building, Hon. Kevin Brady [Chair- 
man of the Subcommittee] presiding. 

[The advisory announcing the hearing follows:] 


( 1 ) 
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ADVISORY 

FROM THE COMMITTEE ON WAYS AND MEANS 

SUBCOMMITTEE ON HEALTH 

FOR IMMEDIATE RE T, EA SE CONTACT: (202) 225-3626 

Wednesday, April 23, 2014 
No. HI^ll 

Chairman Brady Announces Hearing on Ideas to 
Improve Medicare Oversight to Reduce Waste, 
Fraud and Abuse 


House Ways and Means Health Subcommittee Chairman Kevin Brady (R-TX) 
today announced that the Subcommittee on Health will hold a hearing on Medicare 
waste, fraud, and abuse, with a focus on the policies that address these problems. 
This hearing will allow the Subcommittee to hear directly from the U.S. Office of 
the Inspector General at the Department of Health and Human Services (OIG- 
HHS), the U.S. Government Accountability Office (GAO), and the Centers for Medi- 
care and Medicaid Services’ Center for Program Integrity (CPI) about the different 
recommendations and approaches to curb abuses within Medicare. The Sub- 
committee will hear testimony from Gloria Jarmon, Deputy Inspector General for 
Audit Services at OIG-HHS; Kathleen King, Director, Health Care at GAO; and Dr. 
Shantanu Agrawal, Deputy Administrator and Director of CPI. The hearing will 
take place on Wednesday, April 30, 2014, in 1100 Longworth House Office 
Building, beginning at 2:00 p.m. 

In view of the limited time available to hear from the witnesses, oral testimony 
at this hearing will be from the invited witnesses only. However, any individual or 
organization not scheduled for an appearance may submit a written statement for 
consideration by the Committee and for inclusion in the printed record of the hear- 
ing. 

BACKGROUND : 

According to the 2014 March Medicare Pa3mient Advisory Commission (MedPAC), 
the Medicare program paid out approximately $574 billion each year to more than 
1.5 million doctors, hospitals and medical suppliers, and citing a GAO report esti- 
mates that about $44 billion a year is lost to fraudulent activity within the system. 
There are many methods utilized by perpetrators of fraud, including false billing 
and identity theft. 

CMS has primary responsibility for paying providers appropriately for furnishing 
services to beneficiaries and preventing fraud, waste, and abuse. The agency part- 
ners with numerous entities to carrying out these important functions, including 
contracts with: 

• Medicare Administrative Contractors (MACs) perform prepayment medical re- 
views to ensure services provided to Medicare beneficiaries are covered and 
medically necessary, among other activities; 

• Zone Program Integrity Contractors (ZPICs), located in seven zones through- 
out the country, are auditors that perform a wide range of medical review, 
data analysis, and evidence-based policy auditing activities; 

• Recovery Audit Contractors (RACs) aim to reduce Medicare improper pay- 
ments through the detection and collection of overpayments, the identification 
of underpayments, and the implementation of actions that will prevent future 
improper payments. Many of these activities involve data-mining activities 
based on billing information. Most of the data analysis is done after Medicare 
has made payment, but some work is now also being done before on a pre- 
payment basis. The Affordable Care Act established RACs for Medicare Part 
C and Part D and for Medicaid. 
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The OIG-HHS and GAO monitor efforts by CMS and its contractors to evaluate 
performance and identify vulnerabilities. OIG-HHS and GAO reports, often re- 
quested by Members of the Committee, provide valuable insight and information to 
assist the Congress in oversight of the Medicare program. 

The Federal Government devotes significant resources and employs numerous en- 
tities to curb inappropriate and excessive payments. While si^ificant improvements 
in fraud detection have been made, such as enhanced screening of certain provider 
types before Medicare pays them, the most recent Comprehensive Error Rate Test- 
ing (CERT) contractor report to Congress shows additional improvements can and 
should be made. The report states that the payment error rate for the Medicare pro- 
gram was 8.5 percent for EY2012, the most recent data available, representing $29.6 
billion in payment errors. This hearing will give Members the opportunity to assess 
if resources are being used efficiently and identify how to improve a system in need 
of transparency and upgrade. 

In announcing the hearing, Chairman Brady stated, “It is very clear that prob- 
lems with Medicare waste, fraud, and abuse persist. The Medicare trust 
fund is already headed toward insolvency and every dollar of fraud is a 
dollar not dedicated to providing quality care for our Nation’s seniors. It’s 
a double whammy for seniors, threatening their access to necessary care 
while also hitting their pocketbook. More action, stronger oversight, and 
true transparency is needed. This hearing will find areas of improvement 
by looking honestly and thoroughly at the problem. We must move beyond 
the unacceptable status quo and work to enact bipartisan bills to strength- 
en anti-fraud programs to protect the Medicare program for generations to 
come.” 

FOCUS OF THE HEARING : 

The hearing will focus on the different agencies roles and missions in curbing the 
fraud, waste, and abuse within the Medicare program. 

DETATT.S FOR SUBMISSION OF WRITTEN COMMENTS: 

Please Note: Any person(s) and/or organization(s) wishing to submit for the hear- 
ing record must follow the appropriate link on the hearing page of the Committee 
website and complete the informational forms. From the Committee homepage, 
http:llwaysandmeans.house.gov, select “Hearings.” Select the hearing for which you 
would like to submit, and click on the link entitled, “Click here to provide a submis- 
sion for the record.” Once you have followed the online instructions, submit all re- 
quested information. ATTACH your submission as a Word document, in compliance 
with the formatting requirements listed below, by the close of business on 
Wednesday, May 14, 2014. Finally, please note that due to the change in House 
mail policy, the U.S. Capitol Police will refuse sealed-package deliveries to all House 
Office Buildings. For questions, or if you encounter technical problems, please call 
(202) 225-1721 or (202) 225-3625. 

FORMATTING REQUIREMENTS : 

The Committee relies on electronic submissions for printing the official hearing record. As al- 
ways, submissions will be included in the record according to the discretion of the Committee. 
The Committee will not alter the content of your submission, but we reserve the right to format 
it according to our guidelines. Any submission provided to the Committee by a witness, any sup- 
plementary materials submitted for the printed record, and any written comments in response 
to a request for written comments must conform to the guidelines listed below. Any submission 
or supplementary item not in compliance with these guidelines will not be printed, but will be 
maintained in the Committee files for review and use by the Committee. 

1. All submissions and supplementary materials must be provided in Word format and MUST 
NOT exceed a total of 10 pages, including attachments. Witnesses and submitters are advised 
that the Committee relies on electronic submissions for printing the official hearing record. 

2. Copies of whole documents submitted as exhibit material will not be accepted for printing. 
Instead, exhibit material should be referenced and quoted or paraphrased. All exhibit material 
not meeting these specifications will be maintained in the Committee files for review and use 
by the Committee. 

3. All submissions must include a list of all clients, persons and/or organizations on whose 
behalf the witness appears. A supplemental sheet must accompany each submission listing the 
name, company, address, telephone, and fax numbers of each witness. 



4 


The Committee seeks to make its facilities accessible to persons with disabilities. 
If you are in need of special accommodations, please call 202-225-1721 or 202-226- 
3411 TDD/TTY in advance of the event (four business days notice is requested). 
Questions with regard to special accommodation needs in general (including avail- 
ability of Committee materials in alternative formats) may be directed to the Com- 
mittee as noted above. 

Note: All Committee advisories and news releases are available on the World 
Wide Web at http:llwww.waysandmeans.house.govl. 


Chairman BRADY. This Subcommittee will come to order. Good 
afternoon, everyone. 

Every dollar lost to Medicare fraud is a dollar stolen from Amer- 
ica’s elderly and every dollar lost to improper payments, intentional 
or not, robs from the solvency of this important program. Today’s 
hearing will examine the issue of Medicare fraud. This is a bipar- 
tisan concern shared by our seniors, the Medicare program and 
lawmakers on this Committee. 

The Office of Inspector General, which is testifying here today, 
cites that nearly $50 billion is lost to improper Medicare payments 
each year. That is an alarming amount. I am most alarmed by how 
often I open the Houston Chronicle back home to find stunning in- 
vestigations of Medicare fraud that runs into tens of millions of dol- 
lars, involving doctors, ambulance companies, mental health clinics 
and even patient advocates, those who are tasked with protecting 
the sick and elderly. 

Last Friday brought news of a 13-count indictment of providers 
in Florida and the Houston area for allegedly billing Medicare for 
services that were not needed and providing kickbacks for patient 
referrals. Last Wednesday was the sentencing of a Houston-area 
woman after her 2013 conviction for defrauding Medicare. These 
stories are all too frequent in communities around the Nation. 

To make matters worse, in the past year, the Office of Inspector 
General has documented evidence that Medicare has paid for serv- 
ices to those who are deceased, in prison, and not entitled to bene- 
fits, all this while Medicare’s main trust fund is on a crash course 
with insolvency in a short 12 years. 

President George W. Bush established the Federal Medicare 
Fraud Strike Force in 2007 that changed to a much more aggres- 
sive approach to Medicare fraud, and it is starting to bear fruit. In 
response, the Centers for Medicare and Medicaid have taken 
strides to address this growing problem. The agency has used its 
authority to impose a temporary moratorium on the enrollment of 
certain providers in high-risk areas, including preventing new am- 
bulance companies from billing Medicare in my home State of 
Texas; however, more must be done to protect our seniors and tax- 
payers. 

While a moratorium on new providers may very well prevent un- 
scrupulous providers from entering the program, it doesn’t stop 
those who have already enrolled and are improperly billing. More 
must be done to move from the outdated pay-and-chase approach 
to a new 21st century approach that stops improper payments be- 
fore they go out the door. 
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I am also concerned about the CMS lack of leadership and inter- 
est in problems that are especially embarrassing for the Medicare 
program. Preventing payments for services to those who are dead 
or are in jail involves a straightforward fix, yet it is still a problem, 
regrettably still a topic for discussion at this hearing. And that is 
the focus of this hearing, not merely identifying the fraud and 
abuses, but identifying what can be done using new technologies 
and successful strategies to prevent and deter fraud in the future. 

First, I commend my colleagues on this Committee, Members on 
both sides of the aisle, who have introduced bills to make common- 
sense changes. For example, my colleagues and fellow Texans, Mr. 
Johnson and Mr. Doggett, have been working on a legislative fix 
for nearly a decade to take Social Security numbers off of Medicare 
cards. And you see bipartisan efforts throughout this Sub- 
committee. It is frustrating that such a simple fix has yet to hap- 
pen. I look forward to the day when I can tell my seniors in my 
district that they no longer must worry about having their Social 
Security number compromised simply by carrying the Medicare 
card they need to access their health care. 

Second, we are interested in hearing recommendations from the 
OIG and the Government Accountability Office. These watchdog 
entities have identified vulnerabilities and proposed solutions in 
the areas of improper payments, and CMS oversight of claims pay- 
ing and fraud fighting contractors. Many of these recommended 
fixes support bills that Members of Congress on this Committee are 
championing. 

Third, we will hear from CMS about its program integrity efforts. 
While we are interested to hear what the agency has done, we are 
perhaps more interested in what it plans to do going forward. 

The written statements from our witnesses make clear that 
much work is left to be done. Lawmakers have ideas, OIG and 
GAO have made recommendations, and CMS has its plans. So let’s 
identify the ideas and solve our problems and get to work now to 
put them in place. It is not important who comes up with these 
ideas on fighting fraud, waste and abuse. What is important is that 
we act on these good ideas. It is my intent that we move forward 
on a bipartisan basis, working with CMS, to protect our seniors, 
bolster the Medicare trust fund, and ensure appropriate use of tax- 
payer funds. 

Before I recognize the Ranking Member, Dr. McDermott, for the 
purposes of an opening statement, I ask unanimous consent that 
all Members’ written statements be included in the record. Without 
objection, so ordered. I now recognize our Ranking Member, Dr. 
McDermott, for his opening statement. 

Mr. MCDERMOTT. Thank you, Mr. Chairman. I want to com- 
mend the chairman for having this hearing. I think the controlling 
of costs as we move forward in health care is going to be the tough- 
est issue we face. This administration has been serious about com- 
bating fraud, waste and abuse. The joint effort of Attorney General 
Holder and Secretary Sebelius through the Health Care Fraud Pre- 
vention and Enforcement Action Team, so-called HEAT, there have 
been measurable results. The team has recovered in excess of $4 
billion every single year since 2011. That is real money. 
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There was a time when a hearing on Medicare fraud such as this 
would have focused solely on the dollar amounts recouped at the 
back end after the fraud had been perpetrated, and any money that 
could have been recouped would have been long spent. Then came 
the Affordable Care Act, which gave regulators additional new pow- 
ers to prevent fraud rather than just reactively address it, powers 
such as expanded payment suspension authority and the require- 
ments to effectively police who gets into the Medicare program, en- 
suring Medicare participation is reserved for scrupulous providers 
and suppliers. 

So now when we talk about our fraud prevention efforts, we 
speak a different language than even 5 years ago. We speak of pay- 
ment suspensions in greater numbers, we speak of high risk or 
moderate risk providers and suppliers, we are talking about 
fingerprinting owners of the high risk providers and suppliers, we 
speak of the fraud prevention system and the predictive analytics 
designed to monitor for potential fraud on a real-time basis. 

Notwithstanding all the efforts that have been made at trans- 
forming Medicare and Medicaid into programs that hold partici- 
pating providers and suppliers accountable, as the chairman has 
said, much more work needs to be done. 

With alternative delivery system models, what does fraud, waste 
and abuse really look like? With the expanded waiver authority 
that essentially granted Federal agencies the ability to issue wide- 
open waivers, what new fraud schemes will emerge? 

So our important work in this area is not done. Much more work 
remains. I know the GAO will continue to play an important role 
in helping us with our oversight responsibilities, and the OIG and 
CMS will use their expanded authorities to root out the fraud, 
waste and abuse to preserve the Medicare and Medicaid programs 
for the future. 

I look forward to working with the chairman on a bipartisan 
basis on these issues. I yield back the balance of my time. 

Chairman BRADY. Thank you. Doctor. 

Today we will hear from three distinguished witnesses: Gloria 
Jarmon, Deputy Inspector General for audit services at the Office 
of Inspector General, the Department of Health and Human Serv- 
ices; Kathleen King, Director of Health at the Government Ac- 
countability Office; and Dr. Shantanu Agrawal, Deputy Adminis- 
trator at CMS and Director of Center for Program Integrity. 

We have reserved 5 minutes for each of the opening statements 
and we will explore the testimony further during questions. Ms. 
Jarmon, you are recognized. 

STATEMENT OF GLORIA L. JARMON, DEPUTY INSPECTOR GEN- 
ERAL FOR AUDIT SERVICES, OFFICE OF INSPECTOR GEN- 
ERAL, DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Ms. JARMON. Good afternoon. Chairman Brady, Ranking Mem- 
ber McDermott, and other distinguished Members of the Sub- 
committee. Thank you for the opportunity to discuss OIG’s work re- 
lated to Medicare oversight and reducing fraud, waste and abuse. 
We have a lot of work in this area. Today my statement focuses 
on our recent work related to improper Medicare payments and bil- 
lings and oversight of Medicare contractors. 
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CMS needs to continue to take steps to reduce improper Medi- 
care payments and improve its oversight of the various Medicare 
contractors. Improper Medicare payments cost taxpayers and bene- 
ficiaries about $50 billion a year. In recent work, OIG has identi- 
fied millions in improper payments made on behalf of persons not 
entitled to Medicare, such as incarcerated, unlawfully present, de- 
ceased, or entitlement-terminated individuals. While some progress 
has been made by CMS in these areas, it needs more accurate and 
timely information to trigger payment edits and better procedures 
to detect and recoup these improper payments. 

OIG has also uncovered a stream prescribing patterns for hun- 
dreds of general care physicians and questionable billings by thou- 
sands of retail pharmacies. Medicare also paid millions for pre- 
scriptions from unauthorized prescribers, such as massage thera- 
pists and athletic trainers. This is especially concerning in light of 
OIG’s increasing investigations into drug diversion. Verification of 
prescriber authority edits and enhanced monitoring are necessary 
to safeguard Medicare Part D and ensure patient safety. 

Recently we have also reported improper payments to hospitals 
of millions of dollars related to vulnerabilities we identified as part 
of our nationwide hospital compliance reviews. In addition, we 
found that Medicare could have saved about $638 million over just 
a 2-year period by establishing a hospital transfer-of-payment pol- 
icy for hospice transfers and strengthening billing requirements. 
OIG has made specific recommendations to reduce these and other 
improper payments, but those steps alone will not adequately safe- 
guard Medicare. 

CMS must continue its efforts to improve its oversight of Medi- 
care contractors. CMS relies on contractors to administer various 
parts of Medicare, including claims payment, identification and 
recoupment of overpayments and benefit integrity functions. Our 
work has identified vulnerabilities associated with CMS’s oversight 
of contractors. 

First, CMS has not fully leveraged data to improve oversight. 
Part C and Part D plans report fraud and abuse data on merely 
a voluntary basis. CMS does not mandate such reporting. Under 
this system, we found that less than half of the Part D plans have 
actually reported fraud data, and reporting varies significantly 
from plan to plan. In addition, CMS has made limited use of the 
data it has received in overseeing Part C plans and has not fully 
used reported fraud and abuse data for monitoring Part D. As a re- 
sult, CMS is still missing opportunities to discover and alert plans 
and law enforcement to emerging fraud and abuse schemes. 

Second, we have found that while CMS’s performance reviews of 
Medicare Administrative Contractors, or MACs, were extensive, 
they were not always timely. If the performance reviews are not 
performed — completed and performed timely, the information they 
contain may not be available to support future contracting deci- 
sions. 

To improve contractor oversight, we have made several rec- 
ommendations to CMS that are included in our compendium of pri- 
ority recommendations on our Web site. 

While my testimony focuses on our work to help CMS improve 
program operations, I would like to make a request that would help 
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OIG better meet our growing oversight responsibilities. OIG is re- 
sponsible for oversight of about $0.25 of every Federal dollar spent, 
but our mission is challenged by declining resources at a time 
when our oversight responsibilities are increasing. 

By the end of this fiscal year, OIG expects to reduce Medicare 
and Medicaid oversight by about 20 percent. During the same time, 
2012 to 2014, outlays for Medicare are expected to grow by about 
20 percent. To ensure that we can continue to provide needed over- 
sight as these programs expand, we ask for the Committee’s sup- 
port of our 2015 budget request. 

In summary, we remain very committed to carrying out our re- 
sponsibilities in the area of improving Medicare oversight to reduce 
waste, fraud and abuse as comprehensively and effectively as pos- 
sible with the tools and resources we have available. 

Thank you for your interest and support. I would be happy to an- 
swer your questions. 

[The prepared statement of Ms. Jarmon follows:] 



9 



Testimony of: 

Gloria L. Jarmon 

Deputy Inspector General for Audit Services 
Office of Inspector General 
U.S. Department of Health and Human Services 


Hearing: 

“Ideas to Improve Medicare Oversight 
To Reduce Waste, Fraud, and Abuse” 

House Committee on Ways and Means 
Subcommittee on Health 


April 30, 2014 

1100 Longworth House Office Building 
2:00 PM 






10 


Testimony of: 
Gloria L. Jarmon 
Deputy Inspector General for Audit Services 
Office of Inspector General 
U.S. Department of Health and Human Services 
Hearing Title: “Ideas to Improve Medicare Oversight to Reduce Waste, Fraud, and Abuse” 

House Ways and Means Committee 
Subcommittee on Health 


Good afternoon, Chairman Brady, Ranking Member McDermott, and other distinguished 
Members of the Subcommittee. Thank you for the opportunity to testify about the U.S. 
Department of Health and Human Services (the Department) Office of Inspector General’s work 
to improve Medicare oversight to reduce waste, fraud, and abuse. Fighting waste, fraud, and 
abuse in Medicare and other Department programs is a top priority. We use a range of tools in 
this fight, including audits, evaluations, investigations, enforcement authorities, and educational 
outreach. 

The key takeaway from my testimony today is that more action is needed from the Centers for 
Medicare & Medicaid Services (CMS), its contractors, and the Department to reduce improper 
Medicare payments and billings and improve oversight of its Medicare contractors. Reducing 
improper payments and improving the oversight of contractors are two of the Department’s top 
management and performance challenges and are critical to reducing Medicare waste, fraud, and 
abuse. 

CMS Should Further Reduce Improper Medicare Payments 

Improper Medicare payments cost taxpayers and beneficiaries about $50 billion a year. For 
fiscal year (FY) 2013, the Department reported improper payment information for eight programs 
that the Office of Management and Budget deemed susceptible to significant improper payments. 
Three of these programs were Medicare related: Medicare Fee-for-Service (Fee-for-Service), 
Medicare Advantage (Part C), and the Medicare Prescription Drug Benefits Program (Part D). 

In its FY 2013 Agency Financial Report,* the Department reported $36 billion in improper 
payments for Medicare Fee-for-Service, $11.8 billion for Part C, and $2.1 billion for Part D. 

The Department has achieved some success in reducing improper payment rates. ^ In the 
FY 2013 Agency Financial Report, the Department reported reductions in rates for five of the 
Department’s programs, including Part C. However, the Department reported increases in gross 
improper payment rates for Fee-for-Service (from 8.5 percent in FY 2012 to 10.1 percent in 


' Department of Health and Human Services FY 2013 Agency Financial Report, available at 
http://www.hhs.gov/afr/20l3-lilis-agency-financial-repoi1.pdf . 

^ U.S. Department of Health and Human Services Met Many Requirements of the Improper Payments Information 
Act of 2002 but Did Not Fully Comply for Fiscal Year 2013, A-17-14-52000, April 15, 2014, available at 

I I House Committee on Ways and Me^ 

I April 30, 2014 
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FY 2013) and Part D (from 3.1 percent in FY 2012 to 3.7 percent in FY 2013). By having a Fee- 
for-Service improper payment rate that exceeded 10 percent, the Department did not comply 
with one of the requirements of the Improper Payments Information Act of 2002, as amended. ^ 

Our recent audits and evaluations have identified opportunities to reduce improper payments 
throughout the Department, including three areas critical to Medicare program integrity: 
payments made on behalf of ineligible beneficiaries, payments for prescription drugs, and 
payments to hospitals. 

Reducing Improper Medicare Payments on Behalf of Ineligible Beneficiaries 

We have uncovered improper Medicare payments on behalf of unlawfully present, incarcerated, 
entitlement-terminated, and deceased beneficiaries. Obtaining more accurate and timely 
information that would trigger payment edits would help Medicare avoid these improper 
payments. 

Unlawfully Present Beneficiaries . Medicare benefits are not allowable for services provided to 
unlawfully present beneficiaries.** Although CMS has procedures to identify these beneficiaries, 
CMS did not always prevent and detect improper payments: 


• For Fee-for-Service - CMS prevented improper payments when it received unlawful 
presence information before the Medicare contractor processed a claim. However, when 
the information was not timely, CMS’s controls were not adequate to detect and recoup 
the improper payment. We identified more than S91 million in improper payments. 

• Part C - CMS did not have policies and procedures to notify the Part C plans of the 
unlawful-presence information in its data systems. As a result. Part C plans could neither 
prevent unlawfully present beneficiaries from enrolling nor could the Part C plans 
disenroll beneficiaries whose unlawful-presence status changed after they had 
enrolled. We identified more than $26 million in improper payments.^ 


^ The IPIA has been amended by the IPERA as well as the Improper Payments Elimination and Recovery 
Improvement Act of 2012 (IPERIA; P.L. No. 1 12-248). 

* Federal health care benefits are generally allowable when provided to a beneficiary who is either a U.S. citizen or a 
U.S. national or to an alien who is lawfully present in the United States. But when the alien beneficiary is not 
lawfully present in the United States (unlawfully present), Federal health caie benefits are not allowable. 

^ Medicare Improperly Paid Medicare Advantage Organizations Millions of Dollars for Unlawfidly Present 
Beneficiaries for 2010 Through 2012, A-07-13-01 125, April 23, 2013, available at 
http://oig.hhs.gov/oas/reports/region7/71301 125. asp . 


2 1 House Committee on Ways and Mea^ 
I April 30, 2014 
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• Part D - CMS also lacked policies and internal controls to identify and disenroll 
unlawiully present beneficiaries and to automatically reject prescription drug event 
(PDE) records associated with those beneficiaries. We identified more than $29 million 
in gross drug costs related to unlawfully present Part D beneficiaries.^ 


Incarcerated Beneficiaries . With certain exceptions, prisons (instead of Medicare) pay for the 
health care of incarcerated individuals who are otherwise eligible for Medicare. However, CMS 
does not always receive timely updates regarding incarceration information before Medicare 
contractors pay providers on behalf of incarcerated beneficiaries. In these instances, CMS’s 
controls were not adequate to detect and recoup the improper payment. We identified more than 
$33 million in improper Fee-for-Service payments.^ 

Entitlement-Terminated Beneficiaries . We identified more than $ 1 8 million of improper Fee- 
for-Servicepayments made on behalf of beneficiaries whose entitlement to Medicare had been 
terminated.^ These improper payments occurred because CMS’s data systems did not always 
indicate that a beneficiary’s entitlement had been terminated until after a claim had been 
processed. In addition, CMS did not have policies and procedures to review such information 
after payment that would have flagged improper payments that could not be detected before 
payment. Consequently, CMS had not notified the Medicare contractors to recoup any of the 
improper payments that we identified. 

Deceased Beneficiaries . We have identified millions in Medicare payments made on behalf of 
deceased beneficiaries. Although CMS has safeguards to prevent and recover these payments, it 
inappropriately paid $23 million in 201 1 for deceased beneficiaries. Most of these improper 
payments occurred despite CMS having accurate information on beneficiaries’ date of death. 
Eleven percent of these improper payments occurred because dates of death were either missing 
from CMS’s Enrollment Database or were incorrect.^ 


^ Medicare Improperly Paid Millions of Dollars for Prescription Drugs Provided to Unlawfully Present 
Beneficiaries During 2009 Through 2011, A-07-12-06038, October 30, 2013, available at 
http://oig.hhs.gOv/oas/reports/region7/71206038.asp . 

^ Medicare Improperly Paid Providers Millions of Dollars for Unlawfidly Present Beneficiaries Who Received 
Services During 2009 Through 2011, A-07-12-01 1 16, January 23, 2013, available at 

http://oig.hhs.gov/oas/repoi1s/region7/71201116.asp . Medicare Improperly Paid Providers Millions of Dollars for 
Incarcerated Beneficiaries Who Received Services During 2009 Through 2011, 

A-07-12-01 113, January 23, 2013, available at Iittp://oig.lihs.gov/oas/repoi1s/regiop7/71201 1 13. asp . 

* Medicare Improperly Paid Providers Millions of Dollars for Entitlement-Terminated Beneficiaries Who Received 
Services During 2010 Through 2012, A-07-13-01 127, April 7, 2014, available at 
http://oig.hhs.gov/oas/reports/region7/71301127.asp . 

^ Medicare Payments Made on Behalf of Deceased Beneficiaries in 2011, OEI-04-12-00130, October 30, 2013, 
available at http://oig.libs.gov/oei/reports/oei-04-12-00130.asp . 


3 1 House Committee on Ways and Means 
I April 30, 2014 





13 


Key recommendations to CMS include : 

• Implement policies and procedures to detect and recoup improper payments made to 
unlawfully present and incarcerated beneficiaries. 

• Prevent enrollment in Part D of unlawfully present beneficiaries, disenroll any currently 
enrolled unlawfully present beneficiaries, and automatically reject PDE records submitted 
by Part D plans for prescription drugs provided to this population. 

• Identify and recoup improper payments made on behalf of entitlement-terminated 
beneficiaries and establish policies and procedures to prevent additional improper 
payments. 

• Improve existing safeguards to prevent payments to deceased beneficiaries. 

Reducing Improper Medicare Payments for Prescription Drugs 

We have extensively examined CMS’s monitoring and oversight of the Part D program and the 
effectiveness of controls to ensure appropriate payment and patient safety. Our work has found 
limitations in program safeguards that leave Part D vulnerable to waste, fraud, and abuse and 
Medicare patients vulnerable to potentially harmful prescribing. 

Notably, we found that Medicare paid millions of dollars for prescriptions from unauthorized 
prescribers, such as massage therapists and athletic trainers. We also estimated that Part D 
paid $25 million for Schedule II drugs billed as refills in 2009.^* Such drugs may cause severe 
psychological or physical dependence if abused, and Federal law prohibits the refilling of these 
prescriptions.^^ 

We have also uncovered extreme prescribing patterns by hundreds of general-care physicians, 
who prescribed, for example, extremely high numbers of prescriptions per beneficiary or ordered 
extremely high percentages of Schedule II or III drugs. In addition, thousands of retail 


Medicare Inappropriately Paid for Drugs Ordered by Individuals Without Prescribing Authority, OEI-02-09- 
00608, June 21, 2013, available at http://oig.liiis.gOv/oei/repoits/oei-02-09-00608.asp . 

Drugs and other substances that are considered controlled substances under the Controlled Substances Act are 
divided into five schedules. Drugs are placed on a certain schedule on the basis of having a medically accepted use 
in treatment in the United States, their potential for abuse, and the likelihood that dependence will result from that 
abuse. Schedule 11 drugs are those with a high potential for abuse, potentially leading to severe psychological or 
physical dependence, http://www.iustice.gov/dea/dniginfo/ds.shtml . 

Inappropriate Medicare Part D Payments for Schedtde II Drugs Billed as Refills, OEI-02 -09-00605, September 
26, 2012, available at http://oig.hhs.gOv/oei/reports/oei-02-09-00605.asp . 

^^Prescribers With Questionable Patterns In Medicare Part D, OEI-02-09-00603, June 20, 2013, available at 
http://oig.hhs.gOv/oei/reports/oei-02-09-00603.asp . 
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pharmacies demonstrated extremely high billing for at least one of the eight measures of 
questionable billing we developed. For example, many pharmacies billed extremely high dollar 
amounts or numbers of prescriptions per beneficiary or per prescriber. Such pharmacies could 
have been billing for drugs that were not medically necessary or that were not provided to 
beneficiaries.'"^ 

These vulnerabilities are even more concerning in light of our increasing number of 
investigations into drug diversion, particularly for high-cost, noncontrolled, name-brand 
prescription drugs such as respiratory, antipsychotic, and HIV/AIDS medications. The serious 
and growing problem of prescription drug abuse lends a greater urgency to efforts to address 
drug diversion and improve monitoring and oversight of Part D.'^ 

Key recommendations include : 

• Require Part D plans to verify that prescribers have the authority to prescribe drugs. 
Monitor Part D plans to ensure that they validate prescriber numbers for Schedule II 
drugs and exclude Schedule II refills when calculating payments to Part D plans. 

• Instruct the Medicare contractor to expand its analysis of prescribers and provide Part D 
plans with additional guidance on monitoring prescribing patterns. 

• Strengthen the Medicare contractor’s monitoring of pharmacies and its ability to identify 
for further review pharmacies with questionable billing patterns. 

Reducing Improper Medicare Payments to Hospitals 

Since 2010, OIG has issued approximately 100 reports to hospitals across the Nation 
recommending that the hospitals collectively return about $60 million in overpayments to the 
Federal Government and take corrective action to address the vulnerabilities we identified. 

These hospital reviews uncovered systemic hospital billing and payment issues related to 
canceled elective surgeries, early hospital discharges to hospice care, and improper payments for 
mechanical ventilation, to name a few. In separate audits of these three areas, we found: 

• Medicare could save about $600 million over a 2-year period by applying a hospital 
transfer payment policy for early discharges to hospice care. Many of the hospital 
discharges to hospice care that we reviewed were early discharges that would have 
received per diem payments, rather than full payments, if there had been a hospital 
transfer payment policy. 


Retail Pharmacies With Questionable Part D Billing, OEI-02-09-00600, May 9, 2012, available at 
http://oig lihsgov/oei/reports/oei-02-09-00600.asp . 

See Spotlight on Drug Diversion, available at http://oig.hhs.gov/newsroom/spotliglit/2013/diversion.asp . 

Medicare Could Save Millions by Implementing a Hospital Transfer Payment Policy for Early Discharges to 
Hospice Care, A-01-12-00507, May 28, 2013, available at http://oig.lilis.gOv/oas/reports/regionl/l 1200507, asp . 
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• Medicare could save about S38 million over a 2-year period by ensuring that inpatient 
admissions related to short-stay hospital claims involving canceled elective surgeries 
satisfy the Medicare requirement that the admissions be reasonable and necessary. 

• Hospital claims sometimes included incorrect procedure codes when beneficiaries had 
received fewer than 96 hours of mechanical ventilation. These claims resulted in more 
than $7 million in Medicare overpayments.'* 

Key recommendations to CMS include: 

• CMS should change its regulations or pursue a legislative change, if necessary, to 
establish a hospital transfer payment policy for early discharges to hospice care. 

• Strengthen guidance to better explain Medicare rules for billing for elective surgeries that 
were canceled and instruct Medicare Administrative Contractors (MACs) to emphasize to 
hospitals the need for stronger utilization review controls for claims that include 
admissions for elective surgeries that did not occur. 

• Direct Medicare contractors to review any claims with a procedure code indicating that a 
beneficiary had received at least 96 hours of mechanical ventilation when the 
beneficiary’s length of stay was 4 days or fewer. 


CMS Should Strengthen Oversight of Medicare Contractors 

CMS relies on contractors to administer the various parts of the Medicare program. These 
contractors play a vital role in many facets of the Medicare program, including claims payment, 
overpayment identification, and overpayment recoupment. CMS contracts with MACs to 
process claims; Part C plans to provide managed care services; Part D plans to provide 
prescription drug coverage; and benefit integrity contractors to protect Medicare from waste, 
fraud, and abuse. In addition, CMS contracts with Recovery Auditors to identify and collect 
overpayments. 

Regardless of the type of Medicare contractor, there are common issues that limit CMS’s 
oversight. Chiefly, CMS has not leveraged contractor-reported data to improve oversight or 
addressed contractor performance issues in a timely manner. 


” Mefiicore CouM Sow SUVions by Strengthening Billing Requirements for Conceleti Elective Stitgeries, A-0 1 • 1 2- 
00509. Aiigiisl 5. 2013, available al htlp: oig hhs.gov oas rcpoilsiegionl 1 1200509 asp . 

Medicare Inappropriately Paid Hospitals for Beneficiaries Had Not Received 96 or More Hours of 

Mechanical Ventilation, A-09-12-02066. September 17. 2013. available at 
blip: oig-lihs gov oas report s. rcgion9 91202066 asp . 
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CMS Should Better Leverage Contractor Data To Improve Oversight of Part C and Part D Plans 

We have performed a number of reviews of both the data that Part C and Part D plans report to 
CMS, the Medicare Drug Integrity Contractor (MF^DIC) and the data that the MEDIC reports to 
CMS. Among other things, we have found deficiencies with what data the plans report and 
CMS’s use of the data that it receives. These arc described below. 

Require Reporting of Fraud and Abuse Data 

CMS does not require Part C or Part D plans to report fraud and abuse data to CMS or the 
MEDIC. CMS merely encourages plans to voluntarily report this data. We found that less 
than half of Part D plans reported fraud data, and reporting varied significantly from plan to 
plan.^® Due to CMS’s lack of follow up, we do not know whether Part C and Part D plans are 
reporting incorrect data, have inelTective programs to detect fraud and abuse, or lack a common 
understanding of what constitutes a potential fraud and abuse incident. Further, without detailed 
information on fraud and abuse incidents, CMS is missing the opportunity to discover and alert 
plans and law enforcement to emerging fraud and abuse schemes. 

Make Better Use of Existing Data and Share as Appropriate With Stakeholders 

CMS has made limited use of data to oversee Part C plans despite investments in contractor 
reviews of the data.^* For example, CMS has not dctemiined whether outlier data^^ reflect 
inaccurate reporting or atypical plan performance. CMS also has not used its contractor data 
reports and analysis to inform the selection of plans for audits or to issue compliance notices for 
perfonnance concerns. 

CMS is also not fully leveraging Part D data. CMS does not require Part D plans to report fraud 
and abuse data, but even when plans do report this data to CMS, CMS has not used it for 
monitoring or oversight purposes. 


MEDIC Benefit Integrity Activities in Medicare Forts C and OEI-O.^-l 1-00.^10. Jamuiiy 9, 2013. available a( 

htt p : oiy hlis gov oei i vportvoei-O.^-l 1- 00,^10 asp. 

Less Than Hatf of Part D Sponsors Voluntarily Reported Data on Potential Fraud and Abuse, OEI-03- 13-00030. 
March 3. 2014. available at http: oig hhs.gov oei r e p ortv o ci-03- 13-000.30 a sp. 

CMS Regularly Reviews Part C Reporting Requirements Data, But Its Followup and Use of the Data Are Limited. 
OEI-03-1 1-00720. March 3. 2014. available at htt]): oig hhs.gov oei.'reportvoei-03-l 1-00720-asp . 

All outlier data sutiie is one that falls outside a specified range of reported values, or falls above or below a 
predctcniiiucd bcnchiuark value. 
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Address Contractor Performance Issues in a Timely Manner 

CMS conducts quality assurance reviews to ensure that MACs are providing the quality of 
services required in their contracts. We have found that while CMS’s performance reviews of 
MACs were extensive, they were not always completed in a timely manner. Even when CMS 
identified quality standards that were not met, CMS did not always ensure that MACs resolved 
the problem. 

Further, two MACs consistently underperformed across various CMS reviews, but these MACs 
had their contract option years renewed. CMS told us that they considered not extending the 
option years, but the timeframe for renewal made the decision impractical based on the resources 
and risk involved in conducting an unforeseen procurement. 

Key recommendations to CMS include : 

• CMS should require mandatory reporting by Part C and Part D plans of potential fraud 
and abuse incidents. 

• CMS should determine whether outlier data values submitted by Part C and Part D plans 
reflect inaccurate reporting or atypical performance. 

• CMS should seek a legislative change to increase the time between MAC contract 
competitions to give CMS more flexibility in awarding new contracts when MACs are 
not meeting CMS requirements. 

Conclusion 

Effectively combating waste, fi'aud, and abuse requires a concerted effort by a number of key 
players, including CMS, CMS contractors, providers, beneficiaries, law enforcement, and 
Congress. While CMS has had some success in reducing Medicare waste, fraud, and abuse, our 
recent work demonstrates that further reductions are possible. A comprehensive list of OIG’s 
priority recommendations can be found in our Compendium of Priority Recommendations on our 
Web site.^"^ 

While my testimony focuses on our work to help CMS improve program operations, I would like 
to make a request that would help OIG better meet our growing oversight responsibilities. We 
are responsible for oversight of about 25 cents of every Federal dollar, but our mission is 
challenged by declining resources, and our oversight responsibilities are increasing. By the end 
of this fiscal year, we expect to reduce Medicare and Medicaid oversight by about 20%. To 


Medicare Administrative Contractors’ Performance, OEI-03-1 1-00740, January 8, 2014, available at 
http://oig.hhs.gov/oei/reports/oei-03-l 1-00740. asp . 

^^AvailableaCitt ^^£oi^ili^oWre^^^n^^ ublications/com£eii^^^iiide?^s^^^^^^^^^^^^^ 
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ensure that we can continue to provide needed oversight as these programs expand, we ask for 
the Committee’s support of our 2015 budget request. 

We are committed to continuing our strong oversight of Medicare to reduce waste, fraud and 
abuse as comprehensively and effectively as possible with the tools and resources we have 
available. At stake are billions of dollars, the solvency of the program, and the health and well- 
being of beneficiaries. 

Thank you for your interest and support and for the opportunity to discuss some of our work 
related to Medicare oversight. I am happy to answer any questions you may have. 
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Chairman BRADY. Thank you. Mrs. King. 

STATEMENT OF KATHLEEN M. KING, DIRECTOR, HEALTH 
CARE, GOVERNMENT ACCOUNTABILITY OFFICE 

Ms. KING. Mr. Chairman, Ranking Member McDermott and 
Members of the Subcommittee, thank you for inviting me here 

Chairman BRADY. Ms. King, is the microphone on there? 

Ms. KING. I thought — I had a green — oh. Sorry. 

Chairman BRADY. I know. 

Ms. KING. Thank you for inviting me to talk about our work re- 
garding Medicare fraud, waste and abuse. 

CMS has made progress in implementing several recommenda- 
tions we identified through our work to help protect Medicare from 
fraud and improper payments, but there are additional actions they 
should take. I want to focus my remarks today on three areas: pro- 
vider enrollment, pre- and post-payment claims review, and ad- 
dressing vulnerabilities to fraud. 

With respect to provider enrollment, CMS has implemented pro- 
visions of the Patient Protection and Affordable Care Act to 
strengthen the enrollment process so that potentially fraudulent 
providers are prevented from enrolling in Medicare and higher-risk 
providers undergo more scrutiny before being permitted to enroll. 

CMS has recently imposed moratoria on the enrollment of cer- 
tain types of providers in fraud hotspots and has contracted for fin- 
gerprint-based criminal background checks for high-risk providers. 
These are all positive steps; however, CMS has not completed cer- 
tain actions authorized by PPACA, which would also be helpful in 
fighting fraud. It has not yet published regulations to require addi- 
tional disclosures of information regarding actions previously taken 
against providers, such as payment suspensions. And it has not 
published regulations establishing the core elements of compliance 
programs or requirements for surety bonds for certain types of 
high-risk providers, including home health agencies. 

With respect to claims for payment. Medicare uses pre-payment 
review to deny payment for claims that should not be paid and 
post-payment claims review to recover improperly paid claims. Pre- 
payment reviews are typically automated edits in claims processing 
systems that can prevent payment of improper claims. 

We found some weaknesses in the use of pre-payment edits and 
made a number of recommendations to CMS to promote implemen- 
tation of effective edits regarding national policies and to encourage 
more widespread use of local pre-payment edits by Medicare ad- 
ministrative contractors, or MAGs. CMS agreed with our rec- 
ommendations and has taken steps to implement them. 

With respect to post-payment review, we recently completed 
work that recommended greater consistency in the requirements 
under which four post-payment review contractors operate when it 
can be done without impeding the efficiency of efforts to reduce im- 
proper payments. CMS agreed with our recommendation and is 
taking steps to implement them. 

We also recommended to CMS that they collect and evaluate how 
quickly one type of post-payment review contractor, the zone pro- 
gram integrity contractor, and takes action against suspect pro- 
viders. CMS did not comment on this recommendation. 
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We also have further work underway on the post-payment review 
contractors to examine whether CMS has strategies in place to co- 
ordinate their work and whether these contractors comply with 
CMS’s requirements regarding communications with providers. 

With respect to vulnerabilities to fraud, we have made rec- 
ommendations to CMS over the last several years, and CMS has 
implemented several of them, including establishing a single vul- 
nerability tracking process and requiring MACs to report to them 
on how they have addressed vulnerabilities; however, CMS has not 
taken action to address our recommendations to remove Social Se- 
curity numbers from Medicare cards, because display of these num- 
bers increases beneficiaries’ vulnerability to identity theft. We con- 
tinue to believe that CMS should act on our recommendations, and 
we are currently studying the use of electronic card technologies for 
Medicare, including potential benefits on limitations and barriers 
to implementation. 

Because Medicare is such a large and complex program, it is vul- 
nerable to fraud and abuse. Constant vigilance is required to pre- 
vent, detect and deter fraud so that Medicare can continue to meet 
the health care needs of its beneficiaries. 

This concludes my prepared remarks. Thank you, Mr. Chairman. 

[The prepared statement of Ms. King follows:] 
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MEDICARE FRAUD 

Progress Made, but More Action Needed to Address 
Medicare Fraud, Waste, and Abuse 


What GAO Found 

The Centers for Medicare & Medicaid Services (CMS)— the agency within the 
Department of Health and Human Services (HHS) that oversees Medicare— has 
made progress in implementing several key strategies GAO identified in prior 
work as helpful in protecting Medicare from fraud: however, important actions 
that coukJ help CMS and its program inte^ity contractors combat fraud remain 
incomplete. 

Provider Enrollment; The Patient Protection and Affordable Care Act (PPACA) 
authorized, and CMS has implemented, actions to strengthen provkief enrollment 
that address past weaknesses identified by GAO and HHS’s Office of Inspector 
General. For example. CMS has hired contractors to determine whether 
providers and suppliers have valid kcenses and are at legitimate locations. CMS 
also recently confracted for fingerphnt-based criminal history checks for high-risk 
providers and suppliers. CMS could further strengthen provider enrollment by 
issuing a rule to require additional provider and supplier disclosures of 
information and establishing core elements for provider and supplier compliance 
programs, as authorized by PPACA. 

Prepayment and Postpayment Claims Review: Medicare uses prepayment 
review to deny claims tiat should not be paid and postpayment review to recover 
improperly paid daims. GAO has found that increased use of prepayment edits 
could help prevent improper Medicare payments. For example, prior GAO work 
idenlified millions of dollars of payments inconsistent with selected coverage and 
payment policies and therefore improper Postpayment reviews are also critical 
to Identifying and recouping payments. GAO recommended better oversight of 
both the information systems analysts use to identify daims for postpayment 
review, in a 201 1 report, and the contractors responsible for these reviews, in a 
2013 report. CMS has addressed some of these recommendations. 

Addressing Identified Vulnerabilities: Having mechanisms in place to resolve 
vulnerabiirties that could lead to improper payments is critical to effective 
program management and could help address fraud. However. GAO work has 
shown weaknesses in CMS's processes to address such vulnerabilities, placing 
the Medicare program and its beneficiaries at risk. For example. GAO has made 
multiple recommendations to CMS to remove Social Security numbers from 
beneficiaries' Medicare cards to help prevent identity theft, and. while HHS 
agreed with these recommendations, the d^artment also reported that CMS 
could not proceed wifri the changes for a variety of reasons, including funding 
limitations. Thus, to date, CMS has not taken action on these recommendations. 

GAO has work underway addressing these key strategies, including assessing 
the potential use of electronic-card technologies to help reduce Medicare fraud. 
GAO is also examining the extent to which CMS's information system can 
prevent and detect the continued enrollment of ineligible or potentially fraudulent 
providers in Medicare. Additionaily. GAO is studying CMS's oversight of program 
integrity efforts for prescription drugs and is examining CMS's oversight of some 
of the contractors that conduct reviews of claims after payment. These studies 
are focused on additional actions for CMS that could help the agency more 
systematically reduce potential fraud m the Medicare program. 
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Chairman Brady, Ranking Member McDermott, and Members of the 
Subcommittee: 

I am pleased to be here today to discuss our work examining fraud in the 
Medicare programJ We have designated Medicare as a high-risk 
program since 1990, in part because we found the program’s size and 
complexity make it vulnerable to fraud, waste, and abuse. ^ Although there 
have been convictions for multimillion-dollar schemes that defrauded the 
Medicare program, the extent of the problem is unknown.^ There are no 
reliable estimates of the extent of fraud in the Medicare program or for the 
health care industry as a whole. By its very nature, fraud is difficult to 
detect, as those involved are engaged in intentional deception. For 
example, a provider submitting a fraudulent claim may include false 
documentation to substantiate a service not provided, and thus the claim 
may appear valid on its face. Fraud may also involve payments made to 
beneficiaries to obtain their Medicare number for fraudulent billing 
purposes. Although the full extent of the problem is unknown, it is clear 
that, as one of the largest programs in the federal government, the 
Medicare program is vulnerable to fraud, contributing to its fiscal 
problems. 

In 2013, Medicare financed health care services for approximately 
51 million individuals at a cost of about $604 billion, and reported some of 
the largest estimates of improper payments among federal programs — 
payments that either were made in an incorrect amount or should not 


^Medicare is the federally financed health insurance program for persons age 65 or over, 
certain individuals with disabilities, and individuals with end-stage renal disease. 

^In 1990, we began to report on government operations that we identified as “high risk” for 
serious weaknesses in areas that involve substantial resources and provide critical 
services to the public. Medicare has been included among such programs since 1990. 

See GAO, High-Risk Series: An Update, GAO-13-283 (Washington, D.C.: Febmary 2013). 

^Fraud involves an intentional act or representation to deceive v^th the knowledge that the 
action or representation could result in gain. 
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have been made at all.^ The Centers for Medicare & Medicaid Services 
(CMS), the agency within the Department of Health and Human Services 
(HHS) that oversees Medicare, has estimated that improper payments in 
the Medicare program were almost $50 billion in fiscal year 2013. about 
$5 billion higher than in 2012.^ 

Since its inception. Medicare has been administered largely by 
contractors with federal oversight and these conb'actors have a 
responsibility to help ensure Medicare program integrity.^ CMS must 
oversee their efforts to help ensure (xoper payments and address the 
program’s many vulnerabilities, svhich include service- or system-specific 
weaknesses that can lead to payment errors, including those due to 
fraudT If CMS suspects that providers or suppliers are billing fraudulently, 
it can take action through its contractors, including suspendir)g claims 


^Improper payments may be a result of fraud, waste, or abuse. They are arty payments 
that should rtot have been made or that were made in an incorrect amount (inditing 
overpayments and underpayments) under statutory, contractual, admintstrative. or other 
legally applicable requirements. This definition includes any payment to an ir>eligible 
redptent any payment for an ineligible good or servKe. any dupbcate paynvenl. any 
F>ayment for a good or service not received (except where authorized by law), and any 
payment that does rwt accourtl for credit for applicable disoounis. Improper Payments 
Biminabon and Recovery Act of 2010, Pub. L No 1 1 1-204. § 2(e), 124 Slat. 2224. 2227 
(codified at 31 U.S.C. § 3321 rote). Waste irtdudes inaccurate payments for services, 
such as unintenbonal duplicate payments. Abuse represents actions inconsistent with 
acceptable busmess or medical practices. 

^A list of abbreviations used in this statement is provided in appendix I. 

*^Ttie Medicare program ooruists of four parts: A. B, C. ar>d 0- Medicare Parts A and B are 
known as Medicare fee-for-service (FFS). Medicare Part A covers hospital and other 
inpatient stays. Medicare Part B is offoonal. and covers hospital outpatient, physioan. and 
other services. Medicare beneficiaries have the option of obtaining coverage f^ Medicare 
services from private health plarts that partiopate in Medicare Advanta ge Medicare's 
managed care program— also tmown as Part C. All Medicare beneficiaries may purchase 
coverage for outpatient prescription drugs under Part D. erther as a stand-alone benefit or 
as part of a Medicare Advanta^ plan. Contractors are responsible for administering 
Medicare FFS claims and conducting activities to reduce Improper payments. 

^CMS defines vulnerabilities to the Medicare program as issues that can lead to fraud, 
waste, or abuse, which can either be specific, such as providers receiving multiple 
payments as a result of incorrect coding for a service, or general and programwide, such 
as wetnesses in online application processes. An example of a vulnerability that leads to 
in^proper payments is providers billing for more than one blood transfusion in a hospital 
outpatient setting for a Medicare beneficiary in a day, vihich Medicare policy does not 
allow. 


Fag* 2 
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payment, revoking billing privileges, or referring cases to lav^ enforcement 
for investigation.® 

My statement today focuses on the progress made and important steps to 
be taken by CMS to reduce fraud in Medicare. It is primarily based on our 
Medicare program integrity products issued and recommendations made 
from April 2004 through March 2014, as well as selected updates on CMS 
activities,® and will focus on progress related to three key strategies we 
have identified as important to reducing fraud, waste, and abuse, and 
ultimately improper payments:’® 

• strengthening provider enrollment standards and procedures, 

• improving prepayment and postpayment review of claims, and 

• addressing identified vulnerabilities. 

We received updated information from CMS in April 2014 on its actions 
related to the laws, regulations, and guidance that we discuss in this 
statement. We also updated information by examining public documents 
and relevant policies and procedures. Our work for this statement and the 
products on which it was based was conducted in accordance with 
generally accepted government auditing standards. Those standards 
require that we plan and perform the audit to obtain sufficient, appropriate 
evidence to provide a reasonable basis for our findings and conclusions 
based on our audit objectives. We believe that the evidence obtained 
provides a reasonable basis for our findings and conclusions based on 
our audit objectives. 


®ln this testimony, the term provider includes entities such as hospitals or physicians, and 
supplier means an entity that supplies Medicare beneficiaries with durable medical 
equipment, prosthetics, orthotics, and supplies (DMEPOS) such as walkers and 
wheelchairs. 

®The products listed at the end of this statement contain detailed information on the 
various methodologies used in our work. 

’®See GAO, Program Integrity: Further Action Needed to Address Vulnerabilities in 
Medicaid and Medicare Programs, GAO-12-803T (Washington, D.C.: June 7, 2012). 


GAO-14-560T Medicare Fraud 



26 


Background 


Since 1996, Congress has taken important steps to increase Medicare 
program integrity funding and oversight, including the establishment of 
the Medicare Integrity Program. Table 1 summarizes several key 
congressional actions. 


Table 1 

: Key Congressional Actions to Increase Medicare Program Integrity Funding and Oversight 

Year 

Congressional action 

Statute 

1996 

Created the Medicare Integrity Program and established dedicated funding for activities 
to address fraud, waste, and abuse in federal heaitii care programs, including Medicare^ 

Health Insurance PortabiliW and 
Accountability Act of 1 996“ 

2003 

Directed CMS to conduct a 3-year demonstration project on the use of recovery audit 
contractors (RAC) for identifying Medicare underpayments and recouping overpayments 

Medicare Prescription Drug, 
Improvement, and Modernization 

Act of 2003*^ 

2006 

Required CMS to implement a national RAC program by January 1, 2010. 

Tax Relief and Health Care Act of 
2006® 

2010 

Provided additional funding for program integrity activities and, among other things; 

• Established new provider enrollment requirements 

• Required CMS to extend the Medicare RACs to Parts C and D of the Medicare 
program 

• Required CMS to develop core elements for provider compliance programs 

• Authorized surety bond requirements for certain Medicare suppliers and providers^ 

Patient Protection and Affordable 
Care Act (PPACA)' 

2010 

Required Medicare fee-for-service to begin using predictive analytics to identify and 
prevent fraud^ 

Small Business Jobs Act of 201 0“ 


Source: GAO analysis. 

^he fund is known as the Health Care Fraud and Abuse Control account. 

“Pub, L. No. 104-191, §§201(b)-202. llOStat. 1936, 1993-98 (codified at 42 U.S. C, §§ 1395i(k). 
1395ddd). 

'Pub. L. No. 108-173. § 306. 117 Stat. 2066. 2256-57. 

“Pub. L No. 109-432, divB., title III. §302. 120 Stat. 2922. 2991-92 (codified at 42 U.S.C. § 1395 
ddd(h)). 

“A surety bond is a three-party agreement in which a company, known as a surety, agrees to 
compensate the bondholder if the bond purchaser fails to keep a specified promise. 

'Pub. L No. 111-148, 124 Stat. 119 (2010). as amended by the Health Care and Education 
Reconciliation Act of 2010. Pub. L. No. 111-152. 124 Stat. 1029 

“Predictive analytics include the use of algonthms and models to analyze claims before payment is 
made in order to identify unusual or suspicious patterns or abnormalities in provider networks, claims 
billing patterns, and beneficiary utilization. 

“Pub. L No. 111-240, §4241. 124 Stat. 2504. 2599. 
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CMS Has Taken 
Action to Improve 
Medicare Program 
Integrity, but More 
Can Be Done 


CMS has made progress in strengthening provider enrollment provisions, 
but needs to do more to identify and prevent potentially fraudulent 
providers from participating in Medicare. Additional improvements to 
prepayment and postpayment claims review would help prevent and 
recover improper payments. Addressing payment vulnerabilities already 
identified could further help prevent or reduce fraud. 


CMS Has Strengthened 
Provider Enrollment 
Provisions since PPACA, 
but Further Actions 
Needed to Help Ensure 
Potentially Fraudulent 
Providers Do Not 
Participate in Medicare 


PPACA authorized and CMS has implemented new provider enrollment 
procedures that address past weaknesses identified by GAO ar>d HHS's 
Office of Inspector General (OIG) that allowed entities int^t on 
committing fraud to enrdl in Medicare. CMS has also implemented other 
measures intended to improve existing procedures. Specifically, to 
strengthen the existing screening activities conducted by CMS 
contractors, the agency added screenings of categories of provider 
enrollment applications by risk level, contracted with new national 
enrollment screening and site visit contractors, and began imposing 
moratoria on new enrollment of certain types of providers. 


Screening Provider EnroHment Applications by Risk Level: CMS and 
OIG issued a final rule in February 201 1 to implement many of the 
new screening procedures requir^ by PPACA. CMS designated 
three levels of risk — high, moderate, aixt limited — svith different 
screening procedures for categories of Medicare providers at each 
level. Providers in the high-risk level are subject to the most rigorous 
screenirvg. Based in part on our vh^ork and that of OIG, CMS 
designated newly enrolling home health agencies and suppliers of 
durable medical equipment, prosthetics, orthotics, and supplies 
(DMEPOS) as high risk, and designated other providers as lower risk 
levels. Providers at all risk levels are screened to verify that they meet 


Medicaid, and CiinldiRen's Insursnce Programs; AcMiUonal Screening 
R9quir9m0nts. AppHcMon Fees. Temporary Enrollnyent Moratoria. Payrrtef>t Suspensions 
and CofTtphartce thans for Providers and Supphers, 76 Fed. Reg. 5862 (Feb. 2. 201 1 ). In 
discussing the final rule. CMS noted that Medicare had already empkiyed a number of the 
screening practices described In PPACA to determine whether a provider is in compliance 
with federal ar^ state requirements to enroil or to maint»n enrolimertt in the Medicare 
program. 

'^PPACA specified that the enhar>ced screening procedures apply to new providers and 
suppliers beginnirtg 1 year after the date of enactment (March 23. 2010) and to currentty 
enrolled providers ar>d suppliers 2 years after that date. 
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specific requirements established by Medicare, such as having 
current licenses or accreditation and valid Social Security numbers.’^ 
High- and moderate-risk providers are also subject to unannounced 
site visits. Further, depending on the risks presented, PPACA 
authorizes CMS to require fingerprint-based criminal history checks. 
Last month, CMS awarded a contract that will enable the agency to 
access Federal Bureau of Investigation information to help conduct 
those checks of high-risk providers and suppliers. PPACA also 
authorizes the posting of surety bonds for certain providers. 

CMS has indicated that the agency will continue to review the criteria 
for its screening levels and will publish changes if the agency decides 
to update the assignment of screening levels for categories of 
Medicare providers. Doing so could become important because the 
Department of Justice (DOJ) and HHS reported multiple convictions, 
judgments, settlements, or exclusions against types of providers not 
currently at the high-risk level, including community mental health 
centers and ambulance providers.’® CMS’s implementation of 
accreditation for DMEPOS suppliers, and of a competitive bidding 
program, including in geographic areas thought to have high fraud 
rates, may be helping to reduce the risk of DMEPOS fraud.’® While 
continued vigilance of DMEPOS suppliers is warranted, other types of 
providers may become more problematic in the future. Specifically, in 
September 2012, we found that a range of providers have been the 


’^Screening may include verification of the following; Social Security number; National 
Provider Identifier (NPI); National Practitioner Databank licensure; 'Aether the provider 
has been excluded from federal health care programs by OIG; taxpayer identification 
number; and death of an individual practitioner, owner, authorized official, delegated 
official, or supervising physician. 

’'’a surety bond is a three-party agreement in which a company, known as a surety, 
agrees to compensate the bondholder if the bond purchaser fails to keep a specified 
promise. 

’^Department of Health and Human Services and the Department of Justice, Health Care 
Fraud arid Abuse Control Program Annual Report for Fiscal Year 2013 (Washington, D.C.: 
February 2014). 

’^Competitive bidding is a process in which suppliers of medical equipment and supplies 
compete for the right to provide their products on the basis of established criteria, such as 
quality and price. See GAO, Medicare: Second Year Update for CMS’s Durable Medical 
Equipment Competitive Bidding Program Round 1 Rebid, GAO-14-156 (Washington, D.C.: 
Mar. 7, 2014). 
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subjects of fraud investigations.^^ According to 2010 data from OIG 
and DOJ, over 10,000 providers that serve Medicare, Medicaid, and 
Children’s Health Insurance Program beneficiaries were involved in 
fraud investigations, including not only home health agencies and 
DMEPOS suppliers, but also physicians, hospitals, and pharmacies.’® 
In addition, the provider type constituting the largest percentage of 
subjects in criminal health care fraud investigations was medical 
facilities — including medical centers, clinics, or practices — which 
constituted almost a quarter of subjects in such investigations. 
DMEPOS suppliers make up a little over 16 percent of subjects. 

National Enrollment Screening and Site Visit Contractors: CMS 
contracted with two new types of entities at the end of 201 1 to 
assume centralized responsibility for two functions that had been the 
responsibility of multiple contractors. One of the new contractors is 
conducting automated screenings to check that existing and newly 
enrolling providers and suppliers have valid licensure, accreditation, 
and a National Provider Identifier (NPI), and are not on the OIG list of 
providers and suppliers excluded from participating in federal health 
care programs. The second contractor conducts site visits of providers 
to determine whether sites are legitimate and the providers meet 
certain Medicare standards.’^ A CMS official reported that, since the 
implementation of the PPACA screening requirements, the agency 
had revoked over 17,000 suspect providers’ ability to bill the Medicare 
program.^® 


’^GAO, Health Care Fraud: Types of Providers Involved in Medicare, Medicaid, and the 
Children's Health Insurance Program Cases, GAO-12-820 (Washington, D.C.: Sept. 7, 
2012 ). 

’^Medicaid is the federal-state program that covers acute health care, long-term care, and 
other sen/ices for certain low-income people. It is also one of the largest components of 
state budgets. Children’s Health Insurance Program is the joint federal-state program that 
provides health coverage to children whose families have incomes that are low, but not 
low enough to qualify for Medicaid. 

’®Site visits for DMEPOS suppliers are to continue to be conducted by the contractor 
responsible for their enrollment. In addition, CMS at times exercises ite authority to 
conduct a site visit or request its contractors to conduct a site visit for any Medicare 
provider or supplier. 

^®S. Agrawal, M.D., Deputy Administrator and Director, Center for Program Integrity, 
Centers for Medicare & Medicaid Services, Preventing Medicare Fraud: How Can We 
Best Protect Seniors and Taxpayers?, testimony before the Senate Special Aging 
Committee, Mar. 26, 2014. 
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• Moratoha on Enrollment of New Providers and Suppliers in Certain 
Areas'. CMS suspended enrollment of new home health providers and 
ambulance suppliers in certain fraud “hot spots” and other geographic 
areas. In July 2013, CMS first exercised its authority granted by 
PPACA to establish temporary moratoria on enrolling new home 
health agencies in Chicago and Miami, and new ambulance suppliers 
in Houston.^"* In January 2014, CMS extended its first moratoria and 
added enrollment moratoria for new home health agency providers in 
Fort Lauderdale, Detroit, Dallas, and Houston, and new ground 
ambulance suppliers in Philadelphia. These moratoria are scheduled 
to be in effect until July 2014, unless CMS extends or lifts them. CMS 
officials cited areas of potential fraud risk, such as a disproportionate 
number of providers and suppliers relative to beneficiaries and 
extremely high utilization as rationales for suspending new 
enrollments of home health providers or ground ambulance suppliers 
In these areas. 

We are currently examining the ability of CMS’s provider enrollment 
system to prevent and detect the continued enrollment of ineligible or 
potentially fraudulent providers in Medicare. Specifically, we are 
assessing the process used to enroll and verify the eligibility of Medicare 
providers in Medicare’s Provider Enrollment, Chain, and Ownership 
System (PECOS) and the extent to which CMS’s controls are designed to 
prevent and detect the continued enrollment of ineligible or potentially 
fraudulent providers in PECOS. 

Although CMS has taken many needed actions, we and OIG have found 
that CMS has not fully implemented other enrollment screening actions 
authorized by PPACA.^ These actions could help further reduce the 
enrollment of providers and suppliers intent on defrauding the Medicare 
program. They include issuing a rule to implement surety bonds for 
certain providers, issuing a rule on provider and supplier disclosure 
requirements, and establishing the core elements for provider and 
supplier compliance programs. 


Under the moratoria, existing providers and suppliers can continue to deliver and bill for 
services, but no new provider and supplier applications will be approved in these areas. 
CMS re-evaluates the need for such moratoria every 6 months. 

^GAO, Medicare Program Integrity: CMS Continues Efforts to Strengthen the Screening 
of Providers and Suppliers, GAO-12-351 (Washington, D.C.; Apr. 10, 2012). 
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• Surety Bonds: PPACA authorized CMS to require a surety bond for 
certain types of at-risk providers and suppliers. Surety bonds may 
serve as a source for recoupment of erroneous payments. DMEPOS 
suppliers are currently required to post a surety bond at the time of 
enrollment. CMS reported in April 2014 that it had not scheduled for 
publication a proposed rule to implement the PPACA surety bond 
requirement for other types of at-risk providers and suppliers — such 
as home health agencies and independent diagnostic testing facilities. 
In light of the moratoria that CMS has placed on enrollment of home 
health agencies in fraud “hot spots,” implementation of this rule could 
help the agency address potential concerns for these at-risk providers 
across the Medicare program. 

• Providers and Suppliers Disclosure: CMS has not yet scheduled a 
proposed rule for publication for increased disclosures of prior actions 
taken against providers and suppliers enrolling or revalidating 
enrollment in Medicare, as authorized by PPACA, such as v/hether 
the provider or supplier has been subject to a payment suspension 
from a federal health care program. Agency officials had indicated 
that developing the additional disclosure requirements has been 
complicated by provider and supplier concerns about what types of 
information will be collected, what CMS will do with it, and how the 
privacy and security of this information will be maintained. 

• Compliance Program: CMS has not established the core elements of 
compliance programs for providers and suppliers, as required by 
PPACA. We previously reported that agency officials indicated that 
they had sought public comments on the core elements, which they 
were considering, and were also studying criteria found in OIG model 


2^42 U.S.C. § 1395m(a)(16)(B). A DMEPOS surety bond is a bond issued by an entity 
guaranteeing that a DMEPOS supplier will fulfill its obligation to Medicare. If the obligation 
is not met, the surety bond is paid to Medicare. Medicare Program; Surety Bond 
Requirement for Suppliers of Durable Medical Equipment, Prosthetics, Odhotics, and 
Supplies (DMEPOS), 74 Fed. Reg. 166 (Jan. 2, 2009). 

^“^At the time of initial enrollment or revalidation of enrollment, PPACA requires providers 
and suppliers to disclose, in a form and manner and at such time as determined by the 
Secretary, any current or previous affiliation with another provider or supplier that has 
uncollected debt; has been or is subject to a payment suspension under a federal health 
care program; has been excluded from participation under Medicare, Medicaid, or State 
Children’s Health Insurance Program; or has had its billing privileges denied or revoked. 
Pub. L No. 111-148, § 6401(a), 124 Stat. 119, 750 (2010). 
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plans for possible inclusion.^ As of April 2014. CMS reported that it 
had not yet scheduled a proposed rule for publication. 


Additional Improvements 
to Prepayment and 
Postpayment Claims 
Review May Better Identify 
or Recover Improper 
Payments 


Medicare uses prepayment review to deny claims that should not be paid 
ar>d postpayment review to recover improperly paid claims. As claims go 
through Medicare’s electronic claims payment systems, they are 
subjected to prepayment controls called ’’edits.* most of which are fully 
automated; if a claim does not meet the critena of the edit, it is 
automatically denied.^ Other prepayment edits are manual; they flag a 
claim for individual review by trained staff who determine whether it 
should be paid. Due to the volume of claims. CMS has reported that less 
than 1 percent of Medicare claims are subject to manual medical record 
review by trained personnel. 


Increased use of prepayment edits could help prevent improper Medicare 
payments. Our prior work found that, while use of prepayment edits saved 
Medicare at least $1.76 billion in fiscal year 2010, the savings could have 
been greater had prepayment edits been used more widely.’^ Based on 
an analysis of a limited number of national policies and local coverage 
determinations (LCD), we identified $14.7 million in payments in fiscal 
year 2010 that appeared to be inconsistent with four national policies and 


compiiar>ce program Is an internal set of policies, processes, and procedures that a 
provider organization anplements to help H act ethically and lawfully. In this context, a 
compliance program ts Intended to help provider and supplier organizations prevent and 
detect violations of Medicare laws and regulations. OIG has developed a series of 
voiuntary compliance program guidance documents directed at various segments of the 
health care Industry, such as hospitals, nursing homes. Ihird-party billers, and durable 
medical equipment suppliers, to encourage the development and use of internal controls 
to monitor adherence to applicable statutes, regulations, and program requirements. 

^dMs are Instructions programmed In the systems to prevent payment of incomplete or 
incorrect claims. Some edits use provider enrollment information, while others use 
information on coverage or payment policies, to determine whether claims should be paid. 

^^See GAO. Medicare Program integrity: Greater Pf9(>9iym9nt Control Ethrts CotM 
Increase Savings and Seffer Ensuro Proper Paymenf. GAO-13-102 (Washington. D.C.; 
Nov. 13. 2012). 
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therefore improper.^ We also found more than $100 million in payments 
that were inconsistent with three selected LCDs that could have been 
identified using automated edits. Thus we concluded that more 
widespread implementation of effective automated edits developed by 
individual Medicare administrative contractors (MAC) in other MAC 
jurisdictions could also result in savings to Medicare. CMS has taken 
steps to improve the development of other types of prepayment edits that 
are implemented nationwide, as we recommended. For example, the 
agency has centralized the development and implementation of 
automated edits based on a type of national policy called national 
coverage determinations.^ CMS has also modified its processes for 
identifying provider billing of services that are medically unlikely to 
prevent circumvention of automated edits designed to identify an 
unusually large quantity of services provided to the same patient. 

We also evaluated the implementation of CMS’s Fraud Prevention 
System (FPS), which uses predictive analytic technologies as required by 
the Small Business Jobs Act of 2010 to analyze Medicare fee-for-service 
(FFS) claims on a prepayment basis. FPS identifies investigative leads for 
CMS’s Zone Program Integrity Contractors (ZPIC), the contractors 
responsible for detecting and investigating potential fraud. Implemented 


^^Each Medicare administrative contractor (MAC) has the authority to develop LCDs that 
delineate the circumstances under which services are considered reasonable and 
necessary and are therefore covered in the geographic area where that MAC processes 
claims. These local policies cannot conflict with national coverage and payment policies 
established by CMS or by law. MACs' authority to develop LCDs leads to differences in 
Medicare coverage policy in different areas of the country. MACs may create prepayment 
edits either to implement their LCDs or to implement national Medicare policies set by 
CMS. although not every LCD or national policy is structured in a way that makes edit 
development feasible. CMS has responsibility for providing information and oversight to 
MACs with respect to their use of prepayment edits to promote effective stewardship of 
Medicare funds. 

^^CMS typically develops national coverage detenninations for services that have the 
potential to affect a large number of beneficiaries and that have the greatest effect on the 
Medicare program. Development of national coverage determinations is a lengthy 
process, which requires review of clinical evidence and allows for public comment. 

^^CMS refers to these as Medically Unlikely Edits. These edits are designed to deny 
payment for sen/ices where the number of units billed exceeds the maximum number a 
provider would bill under most circumstances for a beneficiary on a single date of service. 

^^GAO, Medicare Fraud Prevention: CMS Has Implemented a Predictive Analyses 
System, but Needs to Define Measures to Deteiwine Its Effectiveness, GAO-1 3-1 04 
(Washington, D.C.: Oct. 15, 2012). 
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in July 201 1 , FPS is intended to help facilitate the agency’s shift from 
focusing on recovering potentially fraudulent payments after they have 
been made, to detecting aberrant billing patterns as quickly as possible, 
with the goal of preventing these payments from being made. However, in 
October 2012, we found that, while FPS generated leads for 
investigators, it was not integrated with Medicare’s payment-processing 
system to allow the prevention of payments until suspect claims can be 
determined to be valid. As of April 2014, CMS reported that while the FPS 
functionality to deny claims before payment had been integrated with the 
Medicare payment processing system in October 201 3, the system did 
not have the ability to suspend payment until suspect claims could be 
investigated. In addition, while CMS directed the ZPICs to prioritize alerts 
generated by the system, in our work examining the sources of new ZPIC 
investigations in 2012, we found that FPS accounted for about 5 percent 
of ZPIC investigations in that year.^^ A CMS official reported last month 
that ZPICs are now using FPS as a primary source of leads for fraud 
investigations, though the official did not provide details on how much of 
ZPICs’ work is initiated through the system. 

Our prior work found that postpayment reviews are critical to identifying 
and recouping overpayments.^ The use of national recovery audit 
contractors (RAC)^® in the Medicare program is helping to identify 
underpayments and overpayments on a postpayment basis. CMS 


^^GAO, Medicare Program Integrity: Contractors Reported Generating Savings, but CMS 
Could Improve Its Oversight, GAO-14-111 (Washington, D.C.: Oct. 25, 2013). 

Agrawal, Preventing Medicare Fraud, testimony before the Senate Special Aging 
Committee, Mar. 26, 2014. Additionally, CMS has not published a report detailing the 
results of the second year of implementation of the FPS system, as required by the Small 
Business Jobs Act of 2010. The report was due in 2013. 

^See GAO, Medicare Fraud, Waste, and Abuse: Challenges and Strategies for 
Preventing Improper Payments, GAO-1 0-844T (Washington, D.C.: June 15, 2010). 

^^These contractors are also refen'ed to as Recovery Auditors. 

^^Recovery auditing has been used in various industries, including health care, to identify 
and collect overpayments for about 40 years. 
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began the program in March 2009 for Medicare FFS.^^ CMS reported 
that, as of the end of 2013, RACs collected $816 million for fiscal year 
2014.^ PPACA required the expansion of Medicare RACs to Parts C and 
D. CMS has implemented a RAC for Part D, and CMS said it plans to 
award a contract for a Part C RAC by the end of 2014. Moreover, in 
February 2014, CMS announced a “pause” in the RAC program as the 
agency makes changes to the program and starts a new procurement 
process for the next round of recovery audit contracts for Medicare FFS 
claims. CMS said it anticipates awarding all five of these new Medicare 
FFS recovery audit contracts by the end of summer 201 4. 

Other contractors help CMS investigate potentially fraudulent FFS 
payments, but CMS could improve its oversight of their work. CMS 
contracts with ZPICs in specific geographic zones covering the nation. 

We recently found that the ZPICs reported that their actions, such as 
stopping payments on suspect claims, resulted in more than 
$250 million in savings to Medicare in calendar year 2012.^® However, 
CMS lacks information on the timeliness of ZPICs’ actions — such as the 
time it takes between identifying a suspect provider and taking actions to 
stop that provider from receiving potentially fraudulent Medicare 
payments — and would benefit from knowing whether ZPICs could save 
more money by acting more quickly. Thus, in October 2013, we 
recommended that CMS collect and evaluate information on the 
timeliness of ZPICs’ investigative and administrative actions. CMS did not 
comment on our recommendation. We are currently examining the 
activities of the CMS contractors, including ZPICs, that conduct 
postpayment claims reviews. Our work is reviewing, among other things, 


^^The Medicare Prescription Dmg, Improvement and Modernization Act of 2003 directed 
CMS to conduct a demonstration of the use of RACs in identifying underpayments and 
overpayments, and recouping overpayments in Medicare. Pub. L. No. 108-173, § 306, 117 
Stat. 2066, 2256-57. Subsequently, the Tax Relief and Health Care Act of 2006 required 
CMS to implement a national RAC program by January 1, 2010. Pub. L. No. 109-432, div. 
B, title III, § 302, 120 Stat. 2922, 2991 (codified at 42 U.S.C. § 1395ddd(h)). 

^®See Centers for Medicare & Medicaid Sen/ices, Medicare Fee for Service, National 
Recovery Audit Program, Quarterly Newsletter, accessed Apr. 17, 2014, 
http:/Avvw.cms.gov/Research-Statistics-Data-and-Systems/Monitoring- 
Programs/Medicare-FFS-Compliance-Programs/Recovery-Audit- 
Program/Downloads/Medicare-FFS-Recove ry-Audit-Program-1st-qtr-2014.pdf. 

2^GA0-14-111. 


GAO-14-560T Medicare Fraud 



36 


whether CMS has a strategy for coordinating these contractors’ 
postpayment claims review activities. 

CMS has taken steps to improve use of two CMS information technology 
systems that could help analysts identify fraud after claims have been 
paid, but further action is needed. In 201 1 , we found that the Integrated 
Data Repository (IDR) — a central data store of Medicare and other data 
needed to help CMS program integrity staff and contractors detect 
improper payments of claims — did not include all the data that were 
planned to be incorporated by fiscal year 2010, because of technical 
obstacles and delays in funding. As of March 2014, the agency had not 
addressed our recommendation to develop reliable schedules to 
incorporate all types of IDR data, which could lead to additional delays in 
making available all of the data that are needed to support enhanced 
program integrity efforts and achieve the expected financial benefits. 
However, One Program Integrity (One PI) — a web-based portal intended 
to provide CMS staff and contractors with a single source of access to 
data contained in IDR, as well as tools for analyzing those data — Is 
operational and CMS has established plans and schedules for training all 
intended One PI users, as we also recommended in 201 1 . However, as of 
March 2014, CMS had not established deadlines for program integrity 
contractors to begin using One PI, as we recommended in 201 1 . Without 
these deadlines, program integrity contractors will not be required to use 
the system, and as a result, CMS may fall short in its efforts to ensure the 
widespread use and to measure the benefits of One PI for program 
integrity purposes. 


^°GAO, Fraud Detection Systems: Centers for Medicare and Medicaid Services Needs to 
Ensure More Widespread Use, GAO-1 1-475 (Washington, D.C.: June 30, 2011). 
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Addressing identified Having mechanisms in place to resolve vulnerabilities that could lead to 

Vulnerabilities Could Help improper payments, some of which are potentially fraudulent, is critical to 

Reduce Fraud effective program management, but our work has shown weaknesses in 

CMS's processes to address such vulnerabilities/' Both we and OIG 
have made recommendations to CMS to improve Uie tracking of 
vulnerabilities. In our March 2010 report on the RAC demonstration 
program, we found that CMS had not established an adequate process 
during the demonstration or in planning for the national program to ensure 
prompt resolution of vulnerabilities that could lead to improper payments 
in Medicare; further, the majority of the most significant vulnerabilities 
identified during Uie demonstration were not addressed.^ In December 
201 1 . OIG found that CMS had not resolved or taken significant action to 
resolve 48 of 62 vulnerabilities reported in 2009 by CMS contractors 
specifically charged with addressing fraud.^’ We and OIG recommended 
that CMS have written procedures and time frames to ensure that 
vulnerabilities were resolved. CMS has indicated that It is now tracking 
vulnerabilities identified from several types of contractors through a single 
vulnerability trading process, and the agency has developed some 
written guidance on the process. We recently examined that process and 
found that, while CMS informs MACs about vulnerabilities that could be 
addressed through prepayment edits, the agency does not systematically 
compile and disseminate information about effective local edits to address 
such vulnerabilities.^ SpectUcally, we recommerided that CMS require 


^'Federal internal conirol standards state that an agency should have policies and 
procedures to ensure ttiat (1)the findings of aH audits and reviews are promptly evaluated. 
(2) decisions are made about the appropriate response to these findings, and (3) actions 
are taken to correct or resolve the issues promptly. See GAO. Standards for Intamal 
Control in tha Fadaral Govammant. AIMO-00-21-3.1 (Washington. D.C.; November 1999). 
These are ail aspects of internal control, which is the compor>ent of an organization's 
management that provides reasonable assurance that the organization achieves effective 
and efficient operations, reliable financial reporting, and compliance with applicable laws 
and regulations. Internal cortirol standards provide a framework for identifying and 
addressing maior performance challenges arwl areas at greatest risk for mismanagement. 
See GAO. Intamal Control Standards: fnfemaf Control Management and Evalvalion Tool. 
GAO^1-1008G (Wa^mglon. O.C.; August 2001). 

^^GAO. Medicare Recovery Audit Confracfiing: Weaknesses Remain in Addressing 
Vulnarabilitias to /mproper Payments, Although Improvements Made to Contractor 
Oversight. GAO-10-143 (Washington. O.C.: Mar. 31. 2010). 

^^partment of Health and Human Services. Office of Inspector General. Addresssng 
VulnerabH/lies Reported by Medicare Benefit Integrity Contractors. OEI-03-10-00500 
(December 2011). 

*^GAO.13.102. 
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MACS to share information about the underlying policies and savings 
related to their most effective edits, and CMS generally agreed to do so. 

In addition, in 201 1 , CMS began requiring MACs to report on how they 
had addressed certain vulnerabilities to improper payment, some of which 
could be addressed through edits. 

We also recently made recommendations to CMS to address the millions 
of Medicare cards that display beneficiaries’ Social Security numbers, 
which increases beneficiaries’ vulnerability to identity theft. In August 
2012, we recommended that CMS (1) select an approach for removing 
Social Security numbers from Medicare cards that best protects 
beneficiaries from identity theft and minimizes burdens for providers, 
beneficiaries, and CMS and (2) develop an accurate, well-documented 
cost estimate for such an option. In September 201 3, we further 
recommended that CMS (1) initiate an information technology project for 
identifying, developing, and implementing changes for the removal of 
Social Security numbers and (2) incorporate such a project into other 
information technology initiatives. HHS concurred with our 
recommendations and agreed that removing the numbers from Medicare 
cards is an appropriate step toward reducing the risk of identity theft. 
However, the department also said that CMS could not proceed with 
changes without agreement from other agencies, such as the Social 
Security Administration, and that funding was also a consideration. Thus, 
CMS has not yet taken action to address these recommendations. We 
are currently examining other options for updating and securing Medicare 
cards, including the potential use of electronic-card technologies. 

In addition, we and others have identified concerns with CMS oversight of 
fraud, waste, and abuse in Medicare’s prescription drug program. Part D, 
including the contractors tasked with this work. To help address potential 
vulnerabilities in that program, we are examining practices for promoting 
prescription drug program integrity, and the extent to which CMS’s 
oversight of Medicare Part D reflects those practices. 


“’^GAO, Medicare Information Technology: Centers for Medicare and Medicaid Services 
Needs to Pursue a Soiution for Removing Social Security Numbers from Cards, 
GAO-13-761 (Washington, D.C.: Sept. 10, 2013) and GAO, CMS Needs an Approach and 
a Reliable Cost Estimate for Removing Social Security Numbers from Medicare Cards, 
GAO-12-831 (Washington. D.C.: Aug. 1, 2012). 
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Concluding 

Observations 


Although CMS has taken some important steps to identify and prevent 
fraud, the agency must continue to improve its efforts to reduce fraud, 
waste, and abuse in the Medicare program. Identifying the nature, extent, 
and underlying causes of improper payments, and developing adequate 
corrective action processes to address vulnerabilities, are essential 
prerequisites to reducing them. As CMS continues its implementation of 
PPACA and Small Business Jobs Act provisions, additional evaluation 
and oversight will help determine whether implementation of these 
provisions has been effective in reducir>g improper payments. We are 
investing resources in a body of work that assesses CMS's efforts to 
refine and improve its fraud detection and prevention abilities. Notably, 
we are currently assessing the potential use of etectronic*card 
technologies, v^ich can help reduce Medicare fraud. We are also 
examining the extent to which CMS's information system can help 
prevent and detect the continued enrollment of ineligible or potentially 
fraudulent providers in Medicare. Additionally, we have a study underway 
examining CMS’s oversight of fraud, waste, and abuse in Medicare Part 
D to determine whether the agency has adopted certain practices for 
ensuring the integrity of that program. We are also examining CMS’s 
oversight of some of the contractors that conduct reviews of claims after 
payment. These studies are focused on additional actions for CMS that 
could help the agency more systematically reduce potential fraud in the 
Medicare program 


Chairman Brady. Ranking Member McDermott, and Members of the 
Subcommittee, this concludes my prepared remarks. I would be pleased 
to respond to any questions you may have at this time. 
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Appendix I: Abbreviations 


CMS Centers for Medicare & Medicaid Services 

DMEPOS durable medical equipment, prosthetics, orthotics, and 
supplies 

DOJ Department of Justice 

FFS fee-for-service 

FPS Fraud Prevention System 

HHS Department of Health and Human Services 

IDR Integrated Data Repository 

LCD local coverage determinations 

MAC Medicare administrative contractor 

NPI National Provider Identifier 

OIG Office of Inspector General 

One PI One Program Integrity 

PECOS Provider Enrollment, Chain, and Ov/nership System 

PPACA Patient Protection and Affordable Care Act 


RAC recovery audit contractor 

ZPIC Zone Program Integrity Contractor 
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Chairman BRADY. Thank you, Ms. King. Dr. Agrawal. 

STATEMENT OF SHANTANU AGRAWAL, M.D., DEPUTY ADMINIS- 
TRATOR AND DIRECTOR, CENTER FOR PROGRAM INTEG- 
RITY, CENTERS FOR MEDICARE AND MEDICAID SERVICES, 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Dr. AGRAWAL. Thank you. Chairman Brady, Ranking Member 
McDermott and Members of the Committee, thank you for the invi- 
tation to discuss the Centers for Medicare and Medicaid Services 
Program Integrity efforts. 

Enhancing program integrity is a top priority for the administra- 
tion and an agency-wide effort at CMS, and we have made impor- 
tant strides in reducing waste, abuse and fraud with the strong 
support of this Committee and Congress. I know that this also is 
an area of particular interest to the Members of this Committee, 
and I look forward to hearing your input and working with you on 
strengthening program integrity in the Medicare program. 

Before proceeding, I would like to take a moment to introduce 
myself. I am a board certified emergency medicine physician. For 
the past several years and concurrently with other positions I have 
held, I continue to work as an emergency medicine doctor, both in 
large academic centers and in area community hospitals. 

Shortly after completing my medical training, I joined a manage- 
ment-consulting firm, where I had the opportunity to help hos- 
pitals, health systems and biotech and pharma companies improve 
the quality and efficiency of health care delivery. 

In 2011, I joined CMS to serve as the chief medical officer of the 
Center for Program Integrity, where I had the chance to apply both 
my medical knowledge and private sector health experience to 
helping CMS fight fraud and ensure quality care for the millions 
of patients insured through Medicare and Medicaid. I view pro- 
gram integrity through the lens of these experiences and as a phy- 
sician who fundamentally cares about the health of patients. 

Our health care system should offer the highest quality and most 
appropriate care possible to ensure the well-being of individuals 
and populations. CMS is committed to protecting taxpayer dollars 
by preventing or recovering payments for wasteful, abusive or 
fraudulent services, helping to extend the life of the trust fund, but 
the importance of program integrity efforts extend beyond dollars 
and health care costs alone. It is fundamentally about protecting 
our beneficiaries, our patients, and ensuring we have the resources 
to provide for their care. 

Numerous experts have cited the waste endemic to our system 
caused by multiple factors, from inefficiencies in care delivery to 
outright fraud. Underlying the issues and numbers are real pa- 
tients. We are all too familiar with the stories of a patient getting 
inappropriate care or services due to the malfeasance of others to 
defraud our system. When providers and suppliers are influenced 
by their own financial interests or incentives, this can lead to up- 
coding or other gaming of Medicare and Medicaid. 

Fraud is not merely deception for dollars through falsified billing. 
It threatens beneficiary health through blatantly unnecessary serv- 
ices, substandard or non-existent care, dangerous prescribing 
through pill mills, and a host of other schemes. 
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Examples of such waste and abuse are driving our agency and 
my team to rethink the way it approaches program integrity. Due 
to new authorities and resources provided by Congress over the 
past few years, CMS is changing the program integrity paradigm 
to one of focus on prevention and collaboration to identify and com- 
bat waste, abuse and fraud in our system, and in partnership with 
other stakeholders. 

As deputy administrator, I will continue to lead CMS on this 
course with three main areas of intention: coordination across the 
agency and the broader health care system, excellence in program 
integrity operations, and a clear view towards improving the costs 
and appropriateness of care. 

First, coordination. The Center for Program Integrity is respon- 
sible for leading and coordinating agency efforts to reduce waste, 
abuse and fraud. Collaboration with stakeholders external to the 
agency is vital to — as well for the identification of vulnerabilities 
and increasing our impact. Led by the interagency HHS-DOJ part- 
nership, HEAT, the Federal Government made its highest recovery 
of funds this past year, $4.3 billion in fiscal year 2013. This re- 
sulted in the highest return on investment in the HCFAC program, 
$8.10 for every $1 invested. We are continuing to build on existing 
partnerships with private sector pairs, health care organizations 
and providers through our public-private partnership. Results from 
the initial data exchanges under the partnership have helped iden- 
tify fraudulent schemes and specific providers impacting private 
and public payers, and led to CMS administrative actions such as 
revocations, as well as law enforcement referrals. 

Second, operational excellence. CMS’s robust measures of the re- 
turn on program integrity appropriations, the result of audit and 
investigation activities, and the impact of advanced data analytic 
systems, all of which shows strongly positive returns on invest- 
ment. I intend to build on this foundation by managing perform- 
ance and strategic decision making based on the areas of greatest 
risk and return. In particular, CPFs work on provider enrollment 
and screening has enhanced program integrity while lowering bur- 
den for providers. 

Finally, the cost and appropriateness of care. CMS has a com- 
prehensive Program Integrity strategy that includes multiple tools 
and interventions that are used individually and in tandem to tack- 
le specific vulnerabilities. By applying these tools across Medicare 
and Medicaid in a coordinated way, CMS can impact the overall 
cost of care. We can and should aim to do even more. 

As just one example, CMS has been piloting the use of a fraud 
prevention system, which is applying predictive analytics tech- 
nology to all streaming Medicare fee-for-service claims to identify 
not only potentially fraudulent providers for investigation, but all 
providers who are billing inappropriately and may require edu- 
cation or medical review. 

Thank you for your time and opportunity. I appreciate your sup- 
port in achieving these goals. I look forward to hearing your ideas 
on how we can work together as we continue to focus on bene- 
ficiaries and strive every day to protect their health and well-being. 

[The prepared statement of Dr. Agrawal follows:] 
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U.S. House Ways & Means Committee 
Subcommittee on Health 
Hearing on 

*^Ideas to Improve Medicare Oversight to Reduce Waste, Fraud and Abuse'* 

April 30, 2014 

Chairman Brady, Ranking Member McDermott, and members of the Committee, thank you for 
the invitation to discuss the Centers for Medicare & Medicaid Semces’ (CMS) program 
integrity efforts. Enhancing program integrity is a top priority for the administration and an 
agency-wide effort at CMS. We have made important strides in reducing fraud, waste, and abuse 
across our programs and I appreciate the opportunity to discuss the priorities of CMS’ Center for 
Program Integrity. 

Thanks in part to the authorities and resources provided by the Affordable Care Act and the 
Small Business Jobs Act of 2010, CMS has powerful tools to improve our efforts to detect and 
prevent fraud, waste, and abuse in Medicare. The fundamental change in the Administration’s 
approach to fraud- fighting is a stronger focus on prevention. Historically, CMS and our law 
enforcement partners have been forced to use “pay and chase” by paying claims and then 
working to identify and recoup fraudulent payments. Now. CMS is using a variety of tools to 
keep fraudsters out of our programs, and to uncover fraudulent schemes quickly, before they 
drain valuable resources from our Trust Funds. Our efforts in Medicare and Medicaid strike an 
important balance; protecting beneficiary access to necessar\’ health care services and reducing 
the administrative burden on legitimate providers and suppliers, while ensuring that taxpayer 
dollars are not lost to fraud, waste, and abuse. 

Earlier this year, the government announced that in fiscal year (FY) 2013. its fraud, waste, and 
abuse prevention and enforcement efforts in the Health Care Fraud and Abuse Control (HCFAC) 
program resulted in the record-breaking recovery of $4.3 billion in taxpayer dollars from 
individuals trying to defraud Federal health care programs serving seniors and taxpayers.^ Over 
the last five years, the administration’s enforcement efforts have recovered $19. 2 billion, up from 
$9.4 billion over the prior five-year period. Over the last three years, the average return on 
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investment of the HCFAC program is $8. 1 0 for every dollar spent, which is an increase of $2.70 
over the average ROI for the life of the HCFAC program since 1997. 

In 2014. as program integrity efforts mature. CMS is applving three key operational principles to 
guide all of our initiatives. First, we aim to achieve operational excellence in addressing the full 
spectrum of program integrity causes, in taking swift administrative actions, and in the 
performance of audits, investigations and pa\Tnent oversight. Second, CMS will provide 
leadership and coordination in program integrity efforts across the health care system. Finally, 
we will focus on impacting the cost and appropriateness of care across health care programs. 
Fraud can inflict real harm to Medicare patients. When fraudulent providers steal a beneficiary’s 
identity and bill for services or goods never received, the beneficiary may later have difficulty 
accessing needed and legitimate care. Medicare beneficiaries are at risk when fraudulent 
providers perform medically unnecessary' tests, treatments, procedures, or surgeries, or prescribe 
dangerous drugs without thorough examinations or medical necessity. Our efforts are focused on 
ensuring that beneficiaries receive appropriate health care services, protecting both beneficiaries 
and taxpayers from unnecessary costs. 

Operational Excellence 

CMS is working to achieve operational excellence in addressing the full spectrum of program 
integrity causes, in taking swift administrative actions, and in the performance of audits, 
investigations and payment oversight. To support these efforts, CMS is launching an improved 
contracting approach, the Unified Program Integrity Contractors (UPIC) to integrate the program 
integrity functions for audits and investigations across Medicare and Medicaid from work 
currently performed by several existing contractors. 

Strengthening Provider Enrollment 

The Affordable Care Act required CMS to implement categorical risk-based screening of 
providers and suppliers who want to participate in the Medicare and Medicaid programs, and 
CMS put these additional requirements in place for newly enrolling and revalidating Medicare 
providers and suppliers in March 2011. This enhanced screening requires certain categories of 
providers and suppliers that have historically posed a higher risk of fraud to undergo greater 
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scrutiny prior to their enrollment or revalidation in Medicare. Categories of providers and 
suppliers designated as limited risk undergo verification of licensure and a wide range of 
database checks to ensure compliance with any provider or supplier-specific requirements. 
Categories of providers and suppliers designated as moderate or high categorical risk are subject 
to all the requirements in the limited screening level, plus additional screening including 
unannounced site visits. In April 2014. CMS announced that upon notification, providers 
assigned to the high screening level will begin fingerprint-based background checks. 

The Affordable Care Act also required CMS to screen all existing 1.5 million Medicare suppliers 
and providers imder the new screening requirements. CMS embarked on an ambitious project to 
revalidate the enrollment information of all existing providers and suppliers, and these efforts 
will ensure that only qualified and legitimate providers and suppliers can provide health care 
items and services to Medicare beneficiaries. Since March 25. 2011, more than 770.000 
providers and suppliers have been subject to the new screening requirements and over 260,000 
provider and supplier practice locations had their billing privileges deactivated for non-response 
as a result of these screening efforts.^ Since implementation of these requirements. CMS has 
also revoked I7.5.'^4 providers’ and suppliers* abilitv' to bill the Medicare program. These 
pro\ iders and suppliers were removed from the program because they had felony convictions, 
were not operational at the address CMS had on file, or were not in compliance with CMS rules, 
such as licensure requirements. 

CMS is collaborating with our State partners to ensure that those caught defrauding Medicare 
will not be able to defraud Medicaid, and those identified as fraudsters in one State will not be 
able to replicate their scams in another State’s Medicaid program. Specifically, the Affordable 
Care Act and CMS’s implementing regulations require States to tenninate from Medicaid and 
the State Children’s Health Insurance Program (CHIP) those providers whose Medicare billing 
privileges have been revoked for cause or that another Slate’s Medicaid or CHIP agency has 
terminated for cause. Similarly, under current authority, the Medicare program may also revoke 


^ Deactivated providers could reactivate over time with updated practice iufonnatioD or after showing evidence of 
proper licensing. 
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ihe billing privileges of its providers or suppliers that were terminated by State Medicaid or 
CHIP agencies. 

Enrollment Moratoria 

The Affordable Care Act provides the Secretary the authority to impose a temporary moratorium 
on the enrollment of new Medicare. Medicaid, or Children's Health Insurance Program (CHIP) 
providers and suppliers, including categories of providers and suppliers, if the Secretary 
determines the moratorium is necessary to prevent or combat fraud, waste, or abuse under these 
programs. States affected are required to determine whether the imposition of a moratorium 
would adversely affect Medicaid beneficiaries' access to medical assistance and may refuse the 
moratorium if there would be an adverse effect. When a moratorium is imposed, existing 
providers and suppliers may continue to deliver and bill for ser\’ices. but no new applications 
will be approved for the designated provider or supplier-types in the designated areas. The 
moratoria enable CMS to pause provider entry or re-entry into markets that CMS has determined 
have a significant potential for fraud, waste or abuse while working with law enforcement to use 
other tools and authorities to remove bad actors from the program. CMS is required to re- 
evaluate the need for such moratoria every six months. 

In the last year. CMS has used this authority to fight fraud, waste, and abuse, and to safeguard 
taxpayer dollars while ensuring patient access to care is not interrupted. In July 2013, CMS 
announced temporary moratoria on the enrollment of new home health agencies (HHAs) and 
ambulance companies in Medicare. Medicaid, and CHIP in three “fraud hot spot" metropolitan 
areas of the country; HHAs in and around Miami and Chicago, and ground-based ambulances in 
and around Houston.^ In January 2014. CMS announced new temporary moratoria on the 
enrollment of HHAs in four metropolitan areas: Fort Lauderdale. Detroit, Dallas, and Houston, 
and on ground ambulances in the metropolitan Philadelphia area.^ 

CMS also extended for six months the existing moratoria for HHAs in and around Chicago and 
Miami, and ground ambulance suppliers in the Houston area. In each moratoria area. CMS is 

* http5://ww \v cnis gov Newsroom McdiaRcleaseDalabasc Prc^s-RcItfascs 201 3_-Prcss-Relcase>i-Iltfmv 20] . t-0^7- 
26-btml 
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taking administrative actions such as pavment suspensions and revocations of home health 
agencies and ambulance companies, as well as working with law enforcement to support 
investigations and prosecutions. During the first six-month period of the moratorium, for 
example. CMS has revoked or deactivated billing privileges of 2 1 Miami HHAs in the first 60 
days of the moratorium. Additionally, law enforcement made arrests in a $48 million home 
health scheme, and secured guilty pleas against three home health recruiters in that scheme as 
well as guilty pleas from the owners of a clinic involved in an $8 million fraud scheme. 

Before taking these actions, CMS consulted with HHS OIG, the Department of Justice (DOJ), 
and the relevant State Medicaid Agencies, and found that fraud trends warranted moratoria on 
certain types of providers in these geographic areas. CMS also reviewed key factors of potential 
fraud risk including a disproportionately high number of providers and suppliers relative to the 
number beneficiaries, and extremely high utilization. All the geographic areas included in the 
moratoria ranked as high-risk in these fraud risk factors. 

CMS carefully examined Medicare beneficiary access to services in all of these areas, and 
concluded that the moratoria will not affect access to care. The Agency also worked closely with 
each of the affected states to evaluate patient access to care, and these states reported that 
Medicaid and CHIP beneficiaries will continue to have access to sciences. During the moratoria 
period. CMS and the affected states will continue to monitor access to care to ensure that 
Medicare, Medicaid, and CHIP beneficiaries are receiving the services they need. 

Fraud Prevention System 

Under the Small Business Jobs Act of 20 1 0. CMS is required to use predictive modeling and 
other analytic technologies to identify and prevent fraud, waste, and abuse in our fee-for- 
service Medicare program. Since June 201 1, CMS has been using the Fraud Prevention 
System (FPS) to apply advanced analytics on all Medicare fee-for-service claims on a streaming, 
national basis. CMS designed the FPS to accommodate different anal>lic model types to address 
a variety of fraud schemes. The most important indicator of success is that the models in the 
FPS have led to administrative action - we have used our revocation authority to remove bad 
actors from the Medicare program, which is the surest way to protect Trust Fund dollars and 
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beneficiaries, suspended potentially fraudulent payments from going out the door, and referred 
leads and cases to law enforcement. 

When FPS models identify egregious, suspect, or aberrant activity, the system automatically 
generates and prioritizes leads for review and investigation by CMS's Zone Program Integrity 
Contractors (ZPICs). When suspect behavior or billing activity is identified, the ZPlCs identify 
administrative actions that can be implemented swiftly, such as revocation, payment suspension, 
or prcpa>Tiienl review, as appropriate. The FPS is also an important management tool, as it 
prioritizes leads for ZPICs to review and investigate Medicare &aud in their designated region, 
making our program integrity strategy more data-driven. The FPS also gives CMS a provider- 
level view of ZPIC activities and administrative actions. 

Early results from the FPS show significant promise and CMS expects increased returns as the 
system matures over time. As reported in the FPS FY 2012 Report to Congress.^ in its first year 
of implementation, the FPS stopped, prevented or identitled an estimated $ 1 15.4 million in 
improper payments. These savings are the outcome of activities such as revocations of provider 
billing privileges, the implementation of pavment edits, the suspension of pa\ments, and changes 
in behavior that result from CMS actions. The FPS achieved a positive return on investment, 
saving an estimated three dollars for every one dollar spent in the first year: CMS anticipates that 
the ability of FPS to identify bad actors and focus investigative resources on most egregious 
schemes will continue to expand. 

National Correct Codinp Initiative 

CMS has developed the National Correct Coding Initiative (NCCI). which consists of edits 
designed to reduce improper payments in Medicare Part B and Medicaid. This program was 
originally implemented with procedure-to-procedure edits to ensure accurate coding and 
reporting of services by physicians.® In addition to procedure-to-procedure edits, CMS 
established the Medically Unlikely Edit (MUE) program to reduce the paid claims error rate for 


^ httpr/^'www stoDiiiedicarefra»d gov'fraud-rtci2H20l2 pdf 

^ Procedure-io-procedure edits stop payment for claims billing for two procedures that could not be performed at tbe 
same patient encounter because tbe two procedures were mutually exclusive based on anatomic, temporal or gender 
considerations. 
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Medicare Part B claims as part of the NCCI program ’ NCCI edits are updated quarterly and, 
piior to implementation, edits are reviewed by national health care organizations and their 
recommendations are taken into consideration before implementation. Since October 2008, all 
procedure-to-procedure edits and the majority of MUEs have been made public and posted on 
the CMS website.® The use of the NCCI procedure-to-procedure edits saved the Medicare 
program S483 million in FY 20 1 2, and the NCCI methodology procedure-to-procedure edits 
applied to practitioner and outpatient hospital services have prevented the improper payment by 
Medicare of over $5 billion since 1996 based on savings reports from claims-processing 
contractors. 

Leadership and coordination across the health care system 

CMS is coordinating a variety of efforts with Federal and state partners, as well as the private 
sector to better share information to combat fraud. CMS enhanced its data analysis and 
improved coordination with law enforcement to gel a more comprehensive view of activities in 
Medicare Advantage and Part D. CMS issued new compliance program guidelines to assist 
Medicare Advantage plans and prescription drug plans design and implement a comprehensive 
plan to delect, correct and prevent fraud, waste and abuse. 

CMS also contracts with the Medicare Drug Integrity Contractor (MEDIC) to perform analysis 
to identify fraud, waste and abuse as well as identifies voilnerabilities in MA and Part D. In 
September 2013, CMS directed the MEDIC to increase its focus on proactive data anal>'sis in 
Part D. As a result, the MEDIC identified vulnerabilities and then performed analysis that 
resulted in notification to plan sponsors to remove records associated with inaccurate data 
leading to improper payments made in FYs 2011 and 2012. This increased focus on proactive 
analysis resulted in savings of $4.8 million from decreased provider payments. $21 million for 
unallowable charges for medications during a hospice stay, and $80 million for Transmucosal 
Immediate Release Fentanyl drugs without a medically-acceptable indication. To increase the 
impact of the proactive analysis. CMS issued a proposed rule that would provide CMS, the 


^ MUEs slop payment for claims liiat are beyond the maximum units of service that a provider would report under 
most circumstances for a single beneficiary on a single data of service. 

* Certain edits are not piiblisbed because of CMS concerns tbat they may be used or manipulated by fraudulent 
uidividuals and entities. 
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MEDIC. OIG and GAO the ability to request and collect information directly from pharmacy 
benefit managers, pharmacies and other downstream entities of Part D Plans. 

The rule also proposes to require prescribers of Part D drugs to enroll in Medicare or have a valid 
opt-out affidavit on file in order to ensure that only qualified individuals are prescribing for 
Medicare beneficiaries. This proposed enrollment requirement would work in conjunction with 
another proposed requirement that would allow CMS to revoke a Part D prescriber’s enrollment 
based on abusive prescribing practices and patterns. This proposal would provide CMS the 
authority to revoke a physician’s or eligible professional’s Medicare enrollment if CMS 
determines that he or she has a pattern or practice of prescribing Part D drugs that is abusive and 
represents a threat to the health and safety of Medicare beneficiaries, or othenvise fails to meet 
Medicare requirements. Additionally, prescribing authority could be revoked if a prescriber’s 
Drug Enforcement Administration (DEA) Certificate of Registration is suspended or revoked or 
the applicable licensing or administrative body for any Slate in which a physician or eligible 
professional practices has suspended or revoked the physician or eligible professional’s ability to 
prescribe drugs. 

Healthcare Fraud Prevention Partnership 

In July 2012. the Secretary of HHS and the Attorney General announced a historic partnership 
with the private sector to fight fraud, waste, and abuse across the health care system. The 
ultimate goal of the Healthcare Fraud Prevention Partnership (HFPP) is to exchange facts and 
information to identify trends and patterns that will uncover fraud, waste and abuse that could 
not otherwise be identified. The HFPP currently has 35 partner organizations from the public 
and private sectors, law enforcement, and other organizations combatting fraud, waste, and 
abuse. In 2013. the HFPP completed early proof-of-concept studies that have enabled partners, 
including CMS, to take substantive actions to stop payments from going out the door. 

Health Care Fraud Prevention & Enforcement Action Team 


In addition to CMS's commitment to collaboration, the sustained success of Health Care Fraud 
Prevention & Enforcement Action Team (HEAT) demonstrates the effectiveness of the Cabinet- 
level commitment between HHS and DOJ to prevent and prosecute health care fraud. Since its 
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creation in May 2009, HEAT has played a critical role in identifying new enforcement initiatives 
and expanding data sharing to a cross-government health care fraud, waste, and abuse data 
intelligence sharing workgroup. A key component of HEAT is the presence of Medicare Strike 
Force Teams, interagency teams of analysts, investigators, and prosecutors, who target emerging 
or migrating fraud schemes such as criminals masquerading as providers or suppliers. 

In the six and a half years since its inception,® Strike Force prosecutors have filed more than 788 
cases charging more than 1,727 defendants who collectively billed the Medicare program more 
than S5.5 billion; 1,137 defendants pleaded guilty and 148 others were convicted injury trials; 
1087 defendants were sentenced to imprisonment for an average term of about 47 months. 

Educating Beneficiaries: A Kev Tool in Preventing Fraud 

Beneficiarv’ involvement is a key component of all of CMS's anti-fraud efforts. Alert and 
vigilant beneficiaries, family members, and caregivers are some of our most valuable partners in 
stopping fraudulent activity. Information from beneficiaries and other parties helps us to quickly 
identify potentially fraudulent practices, stop pa>iiient to suspect providers and suppliers for 
inappropriate sendees or items, and prevent further abuses in the program. In June 2013. CMS 
began sending redesigned Medicare Summary Notices (MSNs).*® the explanation of benefits for 
people with Medicare fee-for-ser\'ice. to make it easier for beneficiaries to spot fraud or 
errors. The new MSNs include clearer language, descriptions and definitions, and have a 
dedicated section that tells beneficiaries how to spot potential fraud, waste, and 
abuse. Beneficiaries are encouraged to report fraud, waste, and abuse to 1-800-MEDlCARE. 
and this is promoted in the re-designed MSN. CMS has an incentive reward program that 
currently offers a reward of 10 percent of the amount recovered up to $1,000 paid to Medicare 
beneficiaries and other individuals whose tips about suspected fraud lead to the successful 
recovery of funds. Last year. CMS released a proposed rule that if finalized, would increase 
these rewards to 15 percent of the amount recovered up to $10 million.** 


* Specifically. Ibe period from May 7. 2007. itirougb September 30. 201 3. 
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CMS has also been partnering with the Administration for Community Living (ACL) to lend 
support to the Senior Medicare Patrol (SMP) program, a volunteer-based national program that 
educates Medicare beneficiaries, their families, and caregivers to prevent, detect, and report 
Medicare fraud, waste and abuse. The SMP program empowers Medicare beneficiaries through 
increased awareness and understanding of health care programs and educates them on how to 
recognize and report fraud. During 2012. SMP program grantees' staff and more than 5000 
volunteers reached nearly 1 .5 million people with group education sessions and one-on-one 
counseling.*^ SMP projects also work to resolve beneficiary complaints of potential fraud in 
partnership with State and national fraud control and consumer protection entities, including 
Medicare contractors. State Medicaid fraud control units. State attorneys general, HHS OIG. and 
the Federal Trade Commission. 

Impact on Cost and Appropriateness of Care 

CMS is implementing program integrih' activities that will prevent improper payments while 
ensuring that only appropriate care is provided. Such efforts targeting target waste, fraud and 
abuse have already helped extend the life of the Medicare Trust Fund, and it is critical in doing 
more to protect Medicare for years to come. Fraud can also inflict real harm on Medicare 
beneficiaries. By preventing fraud, we ensure that beneficiaries are less exposed to risks and 
harm from fraudulent providers, and providing them reliable access to quality health care from 
legitimate providers while presen ing Trust Fund dollars. 

Proposals to Improve the Pre\ ention of Waste. Fraud, and Abuse 

The FY 2015 President’s Budget reflects the Administration’s commitment to strong program 
integrity initiatives. For FY 20 1 5, the Budget invests a total of S428 million in new HCFAC 
funds and the Medicaid Integrity Program. Together with program integrity investments in the 
Budget will yield $13.5 billion in gross savings for Medicare and Medicaid over 10 years. The 
Budget also includes 17 legislative proposals that provide additional tools to further enhance 
program integrity efforts in the Medicare and Medicaid programs, as well as authority to retain 
recoveries from certain program integrity activities to help correct vulnerabilities and administer 
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the programs. The Budget includes additional investments and flexibility for the Medicaid 
Integrity Program. 

The Budget proposes new auUiorities to pre\ ent improper payments from e^ er being made. One 
proposal builds on the success of the Power Mobility Device (PMD) Prior Authorization 
Demonstration by giving CMS the authority to require prior authorization for all Medicare fee- 
for-ser\’ice items, particularly those items at the highest risk for improper payment. Based on 
claims submitted as of September 30, 20 1 3. spending for PMDs has decreased by 
SI 17 million (assuming that the month expenditures for PMDs would have remained constant).*^ 
By allowing prior authorization on additional items, CMS can ensure in advance that the correct 
payment goes to the right provider for the appropriate service, and preventing potential improper 
pa>Tnents before they are made. 

The Budget also aims to improve payment accuracy by allowing the Secrelarv' to create a 
Medicare claims ordering system requiring electronic submission of orders prior to pa\ment for 
certain high risk products and services, like durable medical equipment and home health, to 
validate that a physician or other eligible practitioner ordered the service. Many existing systems 
do not automatically validate the elements of an order prior to pavment of a claim. This new 
system would ensure that the supplier billing for the service or equipment has received all 
necessary components from the ordering physician or the eligible practitioner prior to payment. 

Ne\\' data transparency initiatives 

CMS recently released new, privacy-protected data on services and procedures provided to 
Medicare beneficiaries by physicians and other health care professionals. Release of physician- 
identifiable pa>inent information will serv'e a significant public interest by increasing 
transparency of Medicare payments to physicians, which are governed by statutory requirements, 
and shed light on Medicare fraud, waste, and abuse. The new data also show payment and 
submitted charges, or bills, for those services and procedures by provider. The new' data set has 
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information for over 880,000 distinct health care providers who collectively received S77 billion 
in Medicare pa>Tnents in 2012, under the Medicare Part B fee-for-service program. With this 
data, it will be possible to conduct a wide range of analyses that compare 6.000 different types of 
services and procedures provided, as well as pavTnents received by individual health care 
providers. 

Later this year. CMS will release additional data to help consumers make informed choices 
under the Open Payments program. As required by the Affordable Care Act. the data will 
provide information about payments to physicians made by certain manufacturers of covered 
drugs and devices. This program is a national resource for beneficiaries, consumers, and 
providers to better understand relationships between physicians, teaching hospitals, and industry 
Collaboration among physicians, teaching hospitals, and industry manufactiurers can contribute 
to the design and delivery of life-saving drugs and devices. However, while some collaboration 
is beneficial, payments ffom manufacturers to physicians and teaching hospitals can also 
introduce conflicts of interests. 

Moving Forward 

Medicare fraud, waste, and abuse affect every American by draining critical resources from our 
health care system. Our health care system should offer the highest quality and most appropriate 
care possible to ensure the well-being of individuals and populations. CMS is committed to 
protecting taxpayer dollars by preventing or recovering payments for wasteful, abusive, or 
fraudulent services. But the importance of program integrity efforts extends beyond dollars and 
health care cost alone. It is fundamentally about protecting our beneficiaries - our patients - and 
ensuring we have the resources to provide for their care. Although we have made significant 
progress in stopping fraud and improper payments, more w ork remains to be done. 

Going fonvard. we must continue our efforts to move beyond “pay and chase” to prevent fraud 
before it happens, provide leadership and coordination to address these issues across the health 
care system, and ensure that we take administrative action as swiftly as possible to stop 
suspected instances of waste, fraud, and abuse. We appreciate committee members* high level 
of interest in program integrity, many of whom have introduced or sponsored legislation in this 
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area. I look forward to working with you and the Congress on your ideas to continue making 
improvements in protecting the integrity of our health care programs and safeguarding taxpayer 
resources. 
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Chairman BRADY. Thank you, Doctor. 

Thank you to all the panelists. 

Dr. Agrawal, you have highlighted a number of actions CMS has 
taken to reduce waste, fraud and abuse, and we appreciate them. 
While your fellow panelists acknowledge that your agency has 
made progress, the inspector general. General Accountability Office 
identify a number of areas for improvement. I am particularly trou- 
bled by the inspector general’s revelation that Medicare pays $23 
million for services to those who have died, according to the testi- 
mony, $117 million lost to those unlawfully present, and $33 mil- 
lion paid to those in prison. And there is more fraud within the fee- 
for-service area: overprescribing by physicians, the hospital trans- 
fer of payment issue, which is more than half a billion dollars lost 
to Medicare. These are problems that hurt seniors and erode public 
confidence in the Medicare program, and to my mind, reading the 
testimony, are preventable. I truly believe that preventing fraud is 
a bipartisan issue and has been a long-standing challenge, and my 
hope is that we can work collaboratively with CMS. 

And since this is your first time before the House and before the 
Committee, can I get a commitment from you that your agency will 
work with me and our Committee to stop the nearly $50 billion in 
improper payments each year? 

Dr. AGRAWAL. Thank you for the question. Focus on improper 
payments is absolutely very important for the agency. We appre- 
ciate the work of the GIG and the GAO in identifying further 
vulnerabilities that we can work on. I think we can all agree, and 
it has been stated, that these are areas that we have made impor- 
tant progress in. That is not to say that we should stop being ag- 
gressive on these issues. 

I think there are numerous factors in our more recent kind of 
programs that have provided important progress. So work that we 
have done on enrollment and screening standards on advanced 
analytics have, I think, really started to and made significant 
strides in addressing improper payments as well as the other ac- 
cess — improper payment issues that OIG and GAO have identified. 
We will continue to work on those and look forward to working 
with this Committee in doing so. 

Chairman BRADY. It will go easier if you just start with yes. 
Just so you know. 

Dr. AGRAWAL. Yes, sir. 

Chairman BRADY. Doctor, I want to thank you for your willing- 
ness to work. As a followup on the fundamental challenges that 
you have and will face is moving CMS from a pay-and-chase fraud- 
fighting model. I am glad you mentioned it in your written state- 
ment, but I am concerned your efforts focus mostly on recouping 
money that has already gone out the door. Many Members on this 
panel, again, bipartisan, believe we should be copying what private 
payers are doing already to prevent, detect and deter fraud, stop- 
ping payments before they go out the door. And so what actions is 
CMS taking to move in that direction, and how do we as a Com- 
mittee measure that movement and those results? 

Dr. AGRAWAL. I think that is a very important question. We 
have taken a lot of steps to both emulate the private sector where 
appropriate and work with the private sector in our common pro- 
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gram integrity challenges. As one example, we have recently com- 
pleted a demonstration on the use of prior authorization to mitigate 
improper payments as well as other fraud, waste and abuse issues, 
and there is language in the President’s budget that would allow 
us to expand that program. 

Another example, I think a notable one, is the health care flawed 
prevention partnership, which specifically brings up private payers 
together with CMS in order to jointly and in a coordinated manner, 
detect and prevent fraud. Under that partnership, we have already 
engaged in numerous data exchanges and also sort of qualitative 
exchanges around best practices. It has led to some real actions for 
us. 

The way that I think you could measure them is similar to how 
we measure them. We look at identified savings from HFPP activi- 
ties as well as other activities and specific outcomes, like revoca- 
tions and law enforcement referrals. 

Chairman BRADY. Ms. Jarmon, in her testimony, laid out a 
number of recommendations, but more importantly what seems to 
be a fairly simple sharing of data that would have prevented im- 
proper payments in a number of areas. Why aren’t those being 
done? 

Dr. AGRAWAL. Well, sir, I think there are multiple examples of 
where we are sharing data. We are sharing data with State Med- 
icaid agencies, with the private sector, with law enforcement and 
that — and all of those examples are really by directional sharing of 
data, so we are getting data from them and learning from all of 
these entities as well as providing our data to these other parties. 

There is certainly more that we can do, and we continue to ex- 
pand our data-sharing activities. I am happy to continue to work 
on those, but I think there are really notable examples in numer- 
ous programs where data exchange is central to those programs. 

Chairman BRADY. Thank you. 

Ms. King, I understand GAO generally directs CMS to make or 
recommend changes with which the agency has administrative au- 
thority, and that General Accountability Office recommendations 
that require legislation are directed to us in Congress. Can you 
give us — so that we can track these and so we can measure the 
progress and know where we need to focus; can you give us a rough 
percentage of the GAO unimplemented recommendations that CMS 
has authority to implement, and your sense of why it has not yet 
acted? 

Ms. KING. We do track all of our recommendations over time, 
and we keep them open for a considerable period of time, and I 
don’t have the exact numbers at my fingertips, but our track record 
is pretty good on whether they have been implemented, and we 
have supplied to your staff a list of the open recommendations. 

Chairman BRADY. But approximately how many are there? I am 
not trying to pin it down. I am just trying to figure out 

Ms. KING. Oh, jeez. Off the top of my head, 20 to 30. 

Chairman BRADY. To put it in perspective, these 20 to 30 rec- 
ommendations, what potential impact do they have? How impor- 
tant are these recommendations not yet implemented for either 
stopping improper payments or recouping them once done? 
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Ms. KING. Well, I don’t think we make a recommendation unless 
we think that it is going to have a real effect. We identify a prob- 
lem and we identify a way that it can he fixed. And some of those 
recommendations are actually not on the improper payment side, 
they are for all of Medicare, and some of them go to changes in 
payment policy and some of them go to changes in management, 
and others do go to improper payments. 

And I think on the improper payment side, I think a good many 
of those recommendations have been implemented or are in the 
process of being implemented. And we don’t close a recommenda- 
tion until we are satisfied fully that it has been implemented. 

Chairman BRADY. Can you share that information with us? 

Ms. KING. Yes, sir. 

Chairman BRADY. Great. And we will make sure the Committee 
has it. 

Ms. Jarmon, I have introduced legislation with my colleague. Dr. 
McDermott, to expand your authority to exclude individuals and 
companies from participation in Medicare and other Federal pro- 
grams. 

Our intent is to prevent individuals who are responsible for fraud 
from jumping to another company before sanctions are handed 
down and prevent a company from creating a shell company that 
could further commit fraud and shield a parent company from li- 
ability. That is the intent of the legislation. 

I think these situations — we can all agree need to be prevented. 
Several types of providers have understandably expressed concern 
that this expansion could leave companies that serve seniors at se- 
rious legal risk, even if they have no role in fraudulent activity ex- 
posed to the OIG overreach. 

So how do you respond to these concerns? 

Ms. JARMON. Well, we — well, I would like to note that OIG — 
we don’t have the resources to actually go — even go after all of the 
people who maybe should be excluded. So the chance of us even 
going broader is very limited. 

We do — we are very careful about how we use the authorities 
that we have. We have guidance on our website as far as reason- 
able factors to consider when determining — when deciding to do an 
exclusion, which includes the seriousness of the misconduct or the 
alleged fraud and whether it hurt — harms beneficiaries or the 
health plan. 

And this exclusion authority is very important to us because we 
do need the authority to be able to exclude people who actually 
leave the organization before the citation who have been accused 
of fraud. 

So that was a loophole in the prior legislation that is very impor- 
tant that we fixed so that the wrongdoers would be able to be ex- 
cluded. So we are very careful 

Chairman BRADY. Thank you. 

Dr. McDermott and I are very serious about closing this loophole 
and 

Ms. JARMON. Thank you. 

Chairman BRADY [continuing]. And stopping this jumping from 
company to company, and it — continues to be a problem. 
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So now I recognize the Ranking Member, Dr. McDermott, for 5 
minutes for his questions. 

Mr. MCDERMOTT. Thank you, Mr. Chairman. 

Ms. Jarmon, I appreciate your testimony and recognize that you 
are with the Office of Audit Services component of OIG. 

And I have questions that are more appropriately perhaps ad- 
dressed to the Office of Counsel within OIG; therefore, I want to 
make a statement and I will submit several questions for the 
record. I will look forward to the responses from the OIG. 

I remain concerned about the application of our current fraud 
and abuse laws, given our movement to new payment methods. My 
concern exists on several levels. 

First, I believe that Federal regulators have sufficient experience 
with some models such that these arrangements should not be af- 
forded protection under broad waiver authority, which is unclear 
exactly how the False Claims Act applies and where whistleblowers 
can be reticent — may be reticent to bring qui tarn cases. 

Instead, regulators should put forth, I believe, an appropriate ex- 
ception under the self-referral law and make modifications to other 
laws, including the gain sharing civil monetary penalty laws nec- 
essary to provide parameters for such conduct. 

As an example, I am aware that OIG has issued no fewer than 
15 advisory opinions — I have read some of them, not all of them — 
on various incentive compensation programs between hospitals and 
patients — and physicians. 

And, Mr. Chairman, I would like to enter into the record these 
advisory opinions that OIG has issued since 2001 in the area of in- 
centive arrangements between hospitals and physicians. 

Chairman BRADY. Without objection. 

Mr. MCDERMOTT. Rather than issue a case-by-case advisory 
opinion, it seems to me that more structure should be put in place 
around such arrangements. 

This would allow regulators to better monitor these arrange- 
ments and would afford participants some level of certainty that 
participation in such arrangements would not be problematic under 
the fraud laws. 

My bill, H.R. 1487, called the Improved Care of Lower Cost Act 
of 2013, seeks to require regulators to provide more structure 
around certain arrangements that regulators have been approving 
for over a decade on a case-by-case basis to allow broad participa- 
tion by providers, but also ensure an adequate scrutiny by regu- 
lators. 

This case-by-case thing — as we spread the Accountable Care Act 
over the country, they are going to have endless case-by-case 
things, and I think it ought to be done systematically. 

Second, I remain concerned that there are new fraud, waste and 
abuse schemes that we may not be fully aware of, given the dif- 
ferent incentives under emerging payment models. So everyone 
agrees and usually mentions that we need to be concerned about 
stinting on care for Medicare beneficiaries. 

One of the ways you can save money is don’t give care. But what 
about monitoring whether a few unscrupulous providers would 
game the system by manipulating quality measures since these 
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measures have taken on an increased importance in this new era 
of health care? 

All a patient would have to say is, “I like the doctor and they 
have got good quality,” hut that doesn’t mean they have gotten the 
care they needed. 

This conduct seems to me to he much harder to identify than a 
false storefront, for example. This type of fraud is just as detri- 
mental to our beneficiaries as to the solvency of the Medicare trust 
fund. 

And I will submit these questions in writing to the counsel. 

I am also a co-sponsor of a bill, H.R. 2914, the Promoting Integ- 
rity in Medicare Act, which would retain, but narrow, the in-office 
ancillary services exception under the Physician’s Self-Referral Act 
so that the law and implemented regulations would more closely 
approximate what Congress intended. 

CBO has suggested that the change reflected in this legislation 
would save the Federal Government $3.4 billion over the next 10 
years. 

Ms. King, can you provide the GAO’s key findings related to the 
in-office ancillary services exception and the existing policy in this 
area? 

Ms. KING. Yes. We have done a few reports on that, and what 
we have found is that, in instances where there is an ownership 
interest, that the utilization is higher. 

And, in our view, the self-referral component of it is one of the 
primary driving forces behind the higher utilization. 

And we have made a recommendation to CMS that they more 
closely track when services are provided in a self-referral situation, 
but they did not agree with us on that. And we wish they had and 
we wish they would. 

Mr. MCDERMOTT. Could you give us their reasoning that they 
gave you when they didn’t agree with you? 

Ms. KING. They said that they thought it would be really com- 
plicated to track. 

Mr. MCDERMOTT. It would be complicated to track. 

Ms. KING. Yes, sir. 

Mr. MCDERMOTT. And since it is complicated in this day of 
computers and programming and all the rest, they couldn’t figure 
out how to do it? Is that what you are telling me? 

Ms. KING. Well, sir, I can’t speak for them, but that is, you 
know, what they responded to us. 

Mr. MCDERMOTT. Dr. Agrawal, does that make sense to you? 

Dr. AGRAWAL. Sir, I appreciate the question, and I appreciate 
the issue that you are raising. 

I would say that Stark and self-disclosure laws don’t actually fall 
within the activities of the Center for Program Integrity. I am 
happy to take your comments back and connect you with the right 
expert at CMS. 

Mr. MCDERMOTT. All right. If you would, I appreciate it. 

Because I think that, when there is this much money on the 
table as there is in health care today, it is bound to attract some 
folks who don’t have the best interests of the patients or the gov- 
ernment or the taxpayers at heart. 
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And it is going to be difficult for us — certainly with Medicare, we 
have got problems already. We are going to have more problems 
with the Accountable Care Act. 

And I think it is important that these fraud laws be updated to 
move from fee-for-service application, which is what we have had 
in the past, to now these more complicated other payment arrange- 
ments for physicians. 

Physicians are hired by hospitals or get into relationships with 
hospitals. That whole of the fraud thing changes — or at least it 
seems to me it changes. 

And I want us to look carefully at that and make the kinds of 
changes we need to so that we don’t come here 5 years from now 
and say, “Here is $100 billion that has been wasted” or 50 billion 
or whatever. I want us to try and stop it before it starts. 

I yield back the balance of my time. 

Chairman BRADY. Thank you, Mr. McDermott. 

Mr. Johnson is recognized. 

Mr. JOHNSON. Thank you. 

Mr. McDermott, I agree with you. They refuse to do anything. 

Dr. Agrawal, I understand you are now in charge of the CMS 
Program Integrity mission. Is that true? True or false? 

Dr. AGRAWAL. Sir, I am in charge of the Center for Program 
Integrity. Yes. 

Mr. JOHNSON. Okay. You may not know, but in recent years, 
the House has twice overwhelmingly passed bills to take the Social 
Security number off the Medicare card. 

My colleague, Lloyd Doggett, and I have been trying to get this 
done for years. And it seems to us that CMS, who tells seniors they 
must carry their Medicare card with their Social Security number 
in their wallet, refuses to protect seniors from becoming victims of 
identify theft. And, you know, you talk big about doing things over 
there, but you guys haven’t done anything. 

Do you care about protecting seniors from identity theft? 

Dr. AGRAWAL. Unequivocally, yes, sir, we care about protecting 
seniors from identity theft. 

Mr. JOHNSON. Well, when are you going to do that? 

Dr. AGRAWAL. We have taken a number of actions to do so. We 
have, for example, beneficiary education activities, campaigns, in 
order to make them more aware of identity theft issues, given them 
real tactical solutions and ideas for how to not be victimized by 
identify theft. 

Beyond that, sir, when it looks like somebody has become a vic- 
tim of identify theft, we have a way of tracking their existing num- 
bers and incorporating that through our compromised numbers 
database into other analytical work that we have underway. 

So we are able to use that information in our activities to help 
prevent fraudulent billing under their HCCN. 

Mr. JOHNSON. Yeah. But how are you going to stop them from 
stealing their Social Security number off of your Medicare card? 

Dr. AGRAWAL. Well, I appreciate the issue and I realize its im- 
portance to this Committee. 

I also know that you are very aware of the dialogue that the 
agency has had with the Committee and the operational kind of re- 
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quirements in order to be able to remove the Social Security num- 
ber from the card. 

I think, given the right resources to be able to do it, we would 
be very open to further discussion on — on 

Mr. JOHNSON. Well, you could at least just put the last four 
digits on there instead of the whole number. 

Does CMS support our bipartisan bill, H.R. 781, the Medicare 
Identify Theft Prevention Act of 2013? Yes or no? 

Dr. AGRAWAL. Sir, I would have to review the specifics of that 
bill to give you a 

Mr. JOHNSON. How long have you been there? 

Dr. AGRAWAL. Pardon me? 

Mr. JOHNSON. How long have you been there? 

Dr. AGRAWAL. 2 months. 

Mr. JOHNSON. Well, you ought to know it by now. 

When are you going to do something about it? I would like to 
know what your plan is and when CMS will try to do the right 
thing. 

Ms. King, GAO told us that CMS has efforts underway to mod- 
ernize their IT system and that these efforts could be used to re- 
move Social Security numbers off Medicare cards, yet CMS has not 
included removing Social Security numbers. And you just talked 
about it. 

Is it still true that you agree with that? 

Ms. KING. Yes, sir, it is. I mean, I think — CMS’ position on that, 
at least at the time that we did our work, is that they knew that 
it was really complicated and they had revised their cost estimates, 
but they believed that they needed additional funding to do it. 

Mr. JOHNSON. Well, I am not sure about that. But I want you 
to know that both Lloyd Doggett, who is a Democrat, by the way, 
and I agree that something needs to be done. We have been work- 
ing on this for what seems like 8 years, and you guys haven’t 
moved off that center. 

Thank you, Mr. Chairman. Yield back. 

Chairman BRADY. Thank you. 

Just as a note, the money saved from not paying felons, those 
who are dead and those who are here undocumented would pay for 
the implementation of removal of those Social Security numbers. 

Mr. Blumenauer. 

Mr. BLUMENAUER. Thank you, Mr. Chairman. 

And I do appreciate what you and our Ranking Member have 
done in terms of moving forward with this and setting the stage 
for it, and I share both the sense of the urgency and the potential 
of doing something. 

You may have noticed occasionally we are cranky around here 
and we don’t always see eye to eye, but what has been outlined 
today and what you are going to hear is an area, I think, of tre- 
mendous consensus. 

And beyond the consensus, I think there is a commitment and 
a passion to get something done. It doesn’t make any difference 
about how you feel about the Affordable Care Act or global warm- 
ing. These are incontrovertible facts. And we are looking at $50, 
$60 billion, whatever the number is. 
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Now, the individual areas in the vast payment scheme are mayhe 
understandable, but the target number needs to be addressed ag- 
gressively. 

And you are going to hear from some of my colleagues. I am not 
going to steal their thunder. Just because of the luck of the draw, 
a couple of my colleagues come after me, and I will let them elabo- 
rate on their bills. 

But I am happy to have been a co-sponsor of the Prime Act. I 
think my friend Mr. Roskam and a number of people have zeroed 
in — there is about 60 bipartisan co-sponsors with provisions that 
would probably welcome some refinement, but the essentials there 
are solid and need to be pursued. 

I have been working for several years with Mr. Gerlach on a uni- 
versal access card. And I think if anything, it started a little timid. 
It has been — you know, it has been very careful and calculated to 
try and move this forward, and I think he is going to weigh forth. 

And I couldn’t agree more with Congressman Johnson about get- 
ting the flipping numbers off the Social Security card. We under- 
stand that it takes resources and takes time and you have had a 
lot going on, but we are into a phase now of implementation of the 
Affordable Care Act and you have had time. 

And I think that there is — this is something that is not rocket 
science, and I think people would be open to what needs to happen 
in terms of some modification of a budget going forward. 

But it is going — these things collectively are going to save far 
more than they are going to cost, and it speaks to the integrity of 
the system and the protection of the people that we represent. 

Now, Mr. Chairman, I would hope that we could continue with 
a little deeper dive on some of these proposals. I would hope that 
these would be at sort of a level. 

I have talked with some of my colleagues about what would hap- 
pen if we took some of — and we have had this conversation — we 
take some of the things that are second- or third-tier issues that 
don’t have to, you know, stop the planet, they — the leadership 
doesn’t much care in either party, to break some of this stuff loose, 
be with it on the floor. 

Maybe that would be a going-away present — Mr. Roskam and I 
talked about this last week — to Members of Congress, that this 
would be kind of a wrap-up session that we would have on the 
Thursday or Friday when we leave, to have one of these specifics 
on the floor that could bring people together, that would make a 
difference, that would be a signal to the people out there who are 
cheating and, more important, to the people that we are rep- 
resenting. 

So I will get off my high horse. I won’t go any further because 
you need to hear from the people who are the principal authors and 
who have put huge amounts of work into it. 

But I would respectfully request, Mr. Chairman, that our witness 
friends could be able to give a little deeper analysis on each of 
these items that they are going to hear from about how — about 
what we need to do to do that. 

And the last thing I would recommend is that we think about 
working with CBO on some scoring mechanisms, because things 
that actually save money we ought to be able to apply present- 
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value accounting, particularly if we can hold agencies accountable 
for the savings, that this isn’t a pipe dream, but this is something 
that is beyond theoretical, and that we have the hammer to go 
back and make sure that they deliver. Then maybe we can cut 
some slack in terms of CBO scoring. 

I appreciate your courtesy, Mr. Chairman. If there is something 
that my colleagues don’t get to, I will submit it to our witnesses 
in writing. But at this point I will yield back. 

Chairman BRADY. Thank you, Mr. Blumenauer. 

Two comments, if I may. 

One, this is a bipartisan concern. This is the first hearing of 
what we hope will be deeper dives, as you have laid out, and the 
goal is to begin moving legislation in these areas. 

Second, I agree with you completely on the scoring challenge. 
Often very good ideas that we know will work and improve and 
save money elsewhere are not given the score we think they de- 
serve. 

We are eager to work with you and CBO on those issues. So 
thank you. 

Mr. BLUMENAUER. Thank you. 

Chairman BRADY. Mr. Roskam is recognized. 

Mr. ROSKAM. Thank you, Mr. Chairman, for your leadership 
and convening this hearing, and for Mr. Blumenauer and his 
thoughtful setting of this discussion. 

I think most Americans when they hear these numbers are actu- 
ally scandalized by them. It is very difficult to absorb. 

We are in this very clinical, antiseptic setting, but this is a situa- 
tion that is bad. It has been bad and it is actually getting worse. 
This is not getting better. And these are the numbers — these are 
objective numbers. 

So CMS’s own numbers in 2010 said that this number, in terms 
of fraud and abuse and waste and so forth, was $48 billion. A year 
later, it jumped up, according to GAO, to $64 billion. The latest es- 
timate from the FBI is $75 billion plus and climbing. 

So, Doctor, with due respect, in my view, you don’t get to use 
words like “top priority,” “robust,” and “strongly positive.” They 
should be out of your lexicon. This is a scandal. This is an embar- 
rassment. 

And there is an irony in that Ms. Jarmon in her opening state- 
ment makes an inquiry of this Committee, “Would you please sup- 
port our request for a budget, an appropriation?” And the irony is 
you have got all the money already. 

So can you imagine the level of confidence that would be buoyant 
in our country if we were able to come together? And you have 
brought us together in ways that we have never been brought to- 
gether before. 

As Mr. Blumenauer alluded, we can hardly agree what time it 
is between the two of our parties. We cannot agree on what day 
of the week it is. Yet, we are nearly unanimously scandalized by 
just these big, big numbers. 

I have got three inquiries of you. And I recognize you are the 
new person on the job. You have been there 2 months. So I am 
measured by that, but here are three legitimate issues that are 
upon us that have broken through. 
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One is the Medi-Medi data sharing. This is this whole notion of 
Medicaid and Medicare being in communication, if there is fraud 
in one area, communicating that in another area. Right now only 
10 States are participating. In my view, that is ridiculous. 

What is your remedy to that? 

Dr. AGRAWAL. Thank you. 

I think the Medi-Medi program is very important for our activi- 
ties. It does, as you pointed out, allow us to exchange data with the 
States so that we can, again, find those providers and schemes that 
are crossing the line between Medicare and Medicaid and kind of 
committing schemes against us all. 

Expansion is an important element of that, and we have been 
working to expand the numbers of States that participate in Medi- 
Medi. This is, I would just point out, a voluntary program, and 
there are a number of other data exchange activities that the 
States are engaged in. 

We have heard consistently from them that, while they would in 
some cases value participation, they have to weigh that against 
other priorities and data exchanges that they have. 

So we are very open to more expansion, have actually added 
more States since that figure of 10. And I could get you a more up- 
dated number. 

Mr. ROSKAM. So the next time we meet in a hearing setting so 
that you can claim those superlatives that I admonished you from 
using before, what is your plan in terms of the Medi-Medi goal? 

Let’s say you are back in a hearing in 6 months. There are cur- 
rently 10 states that are participating. What is reasonable for us 
to assume. I am not asking pipe dreams. 

What is a reasonable number for you to coax, cajole, urge States 
to participate if only 20 percent of the Nation is participating now? 

Dr. AGRAWAL. I am not sure that I could give you a specific 
number 

Mr. ROSKAM. Sure you can. 

Dr. AGRAWAL [continuing]. That would — you know, to kind of — 
for a followup hearing. 

I think what is important to note is that Medi-Medi is just one 
of the many activities that we perform with the States. 

We also collaborate with them in the Medicaid Integrity Insti- 
tute, which is all about best practice and knowledge-sharing. 

We work with them on specific cases that might fall out of the 
Medi-Medi context, but are active investigations either that we 
have initiated or that they have. 

So I am not sure that participation alone in Medi-Medi is the 
best measure of how well that 

Mr. ROSKAM. Yeah. But it would help. I mean, my Home State 
of Illinois just paid out $12 million to people who are dead. 

Dr. AGRAWAL. Yes, sir. I — I also am aware of that. 

Do you — I think I go back to the answer that I had about Medi- 
Medi. If you are asking specifically about Illinois, I could certainly 
look into what activities we have with them. 

Mr. ROSKAM. So here is my question: If only 10 States are par- 
ticipating and we are losing $75 billion a year, according to the 
FBI, doesn’t it follow that, if we had every State participating, that 
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this gets better? And don’t you play a key role in whether every 
State participates or not? Am I over-characterizing this? 

Dr. AGRAWAL. I think it is fair to say we, too, want more States 
to participate. I think 

Mr. ROSKAM. What is your plan to have that happen? That is 
my question. 

Dr. AGRAWAL. So we have lots of outreach activities with the 
States to let them know about the existence of the program, to in- 
dicate the sort of portion of the Medi-Medi budget that we are will- 
ing and able to handle versus what they would need to undertake, 
and we engage, you know, with States in numerous different 
venues in order to be able to do that. 

Again, I believe States are under a lot of pressure to also produce 
data for CMS, including the T-MSIS program. So there will be ex- 
change of data. And I am not sure, again, that Medi-Medi is the 
singular kind of measure of that collaboration 

Mr. ROSKAM. But you are not satisfied 

Dr. AGRAWAL [continuing]. Of examples. 

Mr. ROSKAM. You are not satisfied with 10 states, are you? 

Dr. AGRAWAL. Oh, we always want more states to collaborate. 

Mr. ROSKAM. How many more? Next time we meet, how many 
more is a reasonable number? 

Dr. AGRAWAL. Sir, I am not sure I could give you a particular 
number. 

Mr. ROSKAM. Okay. Let’s switch gears. 

Provider legitimacy, this notion of a provider being illegitimate, 
losing a licensing, being a hustler and so forth, being thrown out 
of a system and, yet, that doesn’t sync up with other systems. 
There was a ProPublica piece not long ago, I am sure you are fa- 
miliar with it. 

Could you speak to that? 

Dr. AGRAWAL. Sure. And I think that is a great example of 
data exchange outside of the Medi-Medi program. 

So, for example, as a result of the ACA, Medicaid programs are 
now required to share their termination data with CMS, and we 
are then able to take relevant action in Medicare, if that provider 
is indeed enrolled in Medicare, as well as take a reciprocal action 
in other State Medicaid programs. 

I think there are very good examples. We have had compliance 
in sharing that kind of data increase dramatically since the begin- 
ning of the program. We get a lot more information from the States 
in terminations that they are able to perform. 

Now, I would point out licensure decisions are very different 
from enrollment in Medicare or Medicaid. Those are conducted by 
non-CMS-affiliated bodies. Those are State licensure boards. They 
operate very independently of us. 

We certainly can take an action if a license is revoked, but we, 
as such, have no more authority in that process than anybody out- 
side the licensure board. 

Mr. ROSKAM. Okay. We would love to help you. 

I yield back. 

Chairman BRADY. Thank you. 

Mr. Kind is recognized. 

Mr. KIND. Thank you, Mr. Chairman. 
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I commend you for holding this important hearing. And it is one 
that really should be non-partisan and, hopefully, we will have an 
opportunity to work in a bipartisan way. 

You are never going to find any Member of Congress defending 
fraud, waste and abuse, whether it is Medicare or any other Fed- 
eral program. But I think we need to approach this in the proper 
context. 

It is not just Medicare fraud that we are talking about here. We 
are talking about system-wide health care fraud, and Medicare is 
a subset of that. 

I would assume that, if we are detecting fraudulent practices, 
fraudulent billing, in Medicare, it is much larger than that and it 
involves private payers and those involved in the health care sys- 
tem. 

Is that right. Dr. Agrawal? 

Dr. AGRAWAL. Yes. I think that is a very important point. 

Part of the reason for the creation of the health care fraud pre- 
vention partnership is this very notion that fraud crosses the pub- 
lic-private divide, and the fact that private payers have joined the 
partnership really does indicate that they face these challenges, 
too. 

Mr. KIND. And that — the private partnership program right 
now, how successful do you think that has been working, the col- 
laboration with the private sector and the private payers? And 
what more do you think could be added to it in order to enhance 
its success? 

Dr. AGRAWAL. Thank you. I appreciate the question. 

It has — the collaboration has been extensive. For example, next 
week a number of private payers are going to be coming to the 
command center at CPI as part of partnership activities. 

We have over 30 partners at this point between private payers, 
national health care agencies, and law enforcement bodies. 

We have conducted numerous data exchanges within the confines 
of the partnership, specific data exchanges, not just qualitative 
data around best practices, though we have done that as well. 

And each of us has then used that data — each participant has 
used that data to go and take action wherever appropriate in our 
own systems, and CMS has been able to do that. So I think the 
partnership has really continued to mature. 

Mr. KIND. Mr. Roskam did point out some startling numbers as 
far as trend lines, from $48 billion to $75 billion or so. But I also 
sense there is a little bit of the dial being moved in the right direc- 
tion as well. 

I mean, because of the existing tools now in the Affordable Care 
Act and some pre-existing authorities, we have got the HEAT 
strike force that has been out there. 

I think, since passage of ACA, over $20 billion has been recouped 
or recaptured of Medicare fraud, 1,400 individuals have been 
charged up and criminal charges are pending against. 

So there are some instances that we can point to showing some 
progress is made, but, obviously, there is no reason for a victory lap 
or satisfaction from any of us here. 
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My question for you, Doctor, coming from the profession yourself, 
we just had a huge CMS physician reimbursement data dump re- 
cently. 

Where do you think this is going to lead as far as looking at over- 
utilization practices and possible fraudulent detection? 

Dr. AGRAWAL. Thank you. 

I think that data release was a very important element of the ad- 
ministration’s overall approach to transparency and health care 
data. Since then, we have heard from a lot of external stakeholders 
about their use of the data, how they would like to leverage it. 

I think that kind of innovation, you know, among stakeholders 
is very important. It also fits into an overall kind of set of pro- 
grams that we have at the Center for Program Integrity. 

Another example that we are implementing now is the Sunshine 
Act that will allow more transparency into the financial inter- 
actions between industry and physicians. I think, you know, all of 
these programs are designed to give beneficiaries and other stake- 
holders a view into data. 

And one group that we have heard from pretty extensively is the 
physician community, especially, for example, in emergency medi- 
cine where physicians have written back to CMS saying, “Thank 
you. This is data I did not have before.” And it would facilitate 
their own practice. 

Mr. KIND. I think, to be fair to them that was only a small piece 
of the information out there. What is lacking in that is quality 
measurements, protocols of care, things of that nature, and the 
overall success rate and how doctors are practicing medicine. 

But, finally, let me ask with the remaining time, from you. Doc- 
tor — and I would also like to hear Ms. Jarmon and Ms. King’s opin- 
ion — we are trying to move the system — the payment system away 
from fee-for-service and volume-based — outcome and value-based. 
And, obviously, we are seeing a lot of effort in bundled payments 
as well. 

What are the implications of that new payment model when it 
comes to the detection of fraud and how successful? Because, obvi- 
ously, under the fee-for-service model, there is a lot of reporting 
and a lot of steps that people are being reimbursed for. 

Is this going to make it easier or harder for us to detect fraud, 
moving to a more bundled form of payment system or a value- 
based system, ultimately? 

Dr. AGRAWAL. Yeah. Thank you for that question as well. 

I think the movement, obviously, towards value is extremely im- 
portant. It is a central tenet of the ACA. And that movement is im- 
portant for health care overall. 

I think, while I will sort of leave the specifics of new payment 
models to the experts at CMS who handle the new payment mod- 
els, what I would just want to clarify is that none of the payment 
models that are new and innovative preclude us from performing 
the activities that we already have in place for fee-for-service. 

We are still able to conduct the medical review that we conduct. 
We can still open up investigations and take appropriate actions 
whether a provider is participating in just traditional fee-for-serv- 
ice or one of the newer models. 
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So we still have and continue to have the same level of oversight 
and have the same level of authority. So I think, as the new sys- 
tems mature, certainly it will he an opportunity for all of us to 
learn more, hut the oversight and the controls are still very much 
tliGr©. 

Mr. KIND. Okay. Thank you. 

Chairman BRADY. Dr. Price. 

Mr. PRICE. Thank you, Mr. Chairman. 

And I want to thank the panelists as well. Having practiced med- 
icine for over 20 years before I got here, I think, as I mentioned, 
often we lose sight of the patients in all of this. 

We all want to save money. None of us want to have fraud exist 
out there, pay for folks that are scamming the system. 

But sometimes that money that is taken is taken from folks who 
are actually trying to provide care and potentially destroying the 
quality health care for seniors. 

And so it is important that we have a feedback mechanism to be 
able to tell whether or not we are actually doing the right thing. 

Ms. King, there was a GAO report that was released earlier this 
month on the competitive bidding program for durable medical 
equipment, DME, including home oxygen supply and the like. 

These are services that affect real lives, whether or not individ- 
uals can actually live a comfortable life or whether or not they live 
at all. And, again, we all want to hold contractors accountable. 

We are into round 2 . Nearly 2 years into round 2 , the OIG found 
that there were problems and concerns that they had with round 
1 and, yet, CMS went ahead with round 2 . GAO said that was a 
good idea. 

Recently your report said that there was decreased utilization of 
durable medical equipment, there was decrease in suppliers, and 
no adverse effect to the beneficiaries. 

So, you read the top line of that and you jump up and down and 
you say, “Hallelujah. That is a wonderful thing.” 

Are you aware of any of the concerns that have been voiced about 
this by the COPD — the Chronic Obstructive Pulmonary Disease 
Foundation? 

Ms. KING. Not specifically the COPD Foundation, but we have 
done a considerable amount of work on the implementation of com- 
petitive bidding for DME and 

Mr. PRICE. Did you interview them for your report? 

Ms. KING. I don’t know, but I can get back to you on that. 

Mr. PRICE. How did you decide who you interviewed for your re- 
port? 

Ms. KING. We laid out the methodology in our report — and we 
have a very transparent methodology — and we contacted a number 
of people in the industry and met with them several times. But I 
don’t recall whether they included the COPD folks. 

Mr. PRICE. I don’t think you did. I would encourage you to talk 
to them. They disagree strenuously with the conclusions that you 
have made and the recommendations that you provided. 

Did you use data that you had or did you use CMS data in your 
evaluation? 

Ms. KING. We got claims data from them and did our own anal- 
ysis. 
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Mr. PRICE. Claims data? 

Ms. KING. Yes, we did. 

Mr. PRICE. No clinical data? 

Ms. KING. No. They had clinical data and they set up areas 

Mr. PRICE. They have claims data. They have claims data. 
Right? 

Ms. KING. Yeah. And they 

Mr. PRICE. That is what we are looking at, looking at claims. 
We are looking at money, which is wise. We need to do that. But 
oftentimes we don’t look at patients. 

Did you ask or did you find out or did your data tell you whether 
or not a patient that fell off, wasn’t utilizing the service anymore — 
whether they needed the service anymore? Could you tell that? 

Ms. KING. CMS did their own beneficiary satisfaction work and 
we evaluated that, and in their work they did not find significant 
access problems. And we 

Mr. PRICE. That wasn’t what I asked. 

I asked: Did you ask whether or not patients fall off? Do they go 
to self-pay? Do they pay for the service themselves, or have they 
been transferred to a nursing home? Is there any way to know 
whether they have been transferred into a nursing home in the 
data that you used? 

Ms. KING. Not that I am aware of 

Mr. PRICE. That is correct. 

These are chronic diseases. These are chronic diseases. And CMS 
says it only tracks data for 120 days. If you don’t have a current 
claim within 120 days, they don’t care. 

You could have gotten the pennies together in your sofa and paid 
for the oxygen to keep you alive or you could pull it out of our pock- 
et or you could go to a nursing home. CMS doesn’t know. 

So I would suggest that we have got a long way to go toward get- 
ting the right data when you are talking about quality. 

When the Eederal Government is defining quality, then anybody 
that doesn’t do what the Eederal Government wants to do is fraud- 
ulent. I would suggest that is not the right place to define quality. 

Let me just touch on — I have got a few more seconds here. 

Ms. Jarmon, you mentioned about the in-office ancillary self-re- 
ferral increase utilization. You are aware that there are studies in 
individuals that have been done that demonstrate that that is not 
the case, that there is no increase in utilization in use of in-office 
ancillaries. 

Are you aware of that? 

Ms. JARMON. No. I was not aware of that. 

Mr. PRICE. All right. Well, we will get that for you, and we will 
be happy to see the change in the next report. 

Ms. Jarmon, talking about the number of counties that have the 
kind of high incidents of home health outliers, 3,143 counties in the 
country, 25 counties have the highest incidents. 

Wouldn’t we do a whole lot better job if we would just con- 
centrate on those 25 counties? 

Ms. JARMON. When we are doing our work, we do try to focus 
on the areas where there is higher risk. So we do try to focus on 
those areas in our analysis. 
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Mr. PRICE. The work wouldn’t demonstrate that, though, be- 
cause we continue to have that same statistic, that same statistic, 
year after year after year. So I would encourage you to focus where 
the real problems are. 

Thank you, Mr. Chairman. 

Chairman BRADY. Thank you. 

Mr. Pascrell. 

Mr. PASCRELL. Thank you, Mr. Chairman. 

I am encouraged that we get some bipartisan support. One area 
that has been of particular interest to me is the hip and knee re- 
placements. 

I first became involved in this issue in 2007 when five of the Na- 
tion’s biggest makers of artificial hips and knees agreed to pay 
$311 million in penalties to settle Federal accusations that they 
used so-called consulting agreements, better known as bribes, and 
other tactics to get surgeons to use their products, regardless of the 
effect of the product. 

So this may be the cost of doing business, but it is serious, be- 
cause in the next 10 years, if we are going to spend $65 billion on 
knee and hip replacements. Medicare and Medicaid will pick up 
most of the cost. 

So if we are not concerned in this particular issue in avoiding the 
debacle that happened just 10 years ago, what are we? 

Strong action needed to be taken, and instead of anyone going to 
jail, no one went to jail. Five companies got deferred prosecution 
agreements where they simply paid a fine and agreed to be mon- 
itored by private firms. 

That is not the subject of what I am going to get into today, but 
let me tell you, your hair would stand up. Go back and read those 
cases. 

I introduced two bills that I believe get at the root of the issues 
here. 

First is the Accountability and Deferred Prosecution Agreements 
Act, which will require the Department of Justice to establish 
guidelines for the use of deferred prosecution agreements. I plan to 
introduce this bill later this week. 

And second is the National Knee and Hip Replacement Registry 
Act, which would establish a registry to help identify failing im- 
plants into identified — we are talking about senior citizens that got 
shafted over and over again, had to be re-surged because of what 
we did not do. Make no mistake. Problems with faulty joint im- 
plants are no means behind us. 

Just last year one of the largest medical device companies agreed 
to pay $2.5 billion to settle lawsuits filed by thousands of patients 
who had to undergo — we are talking mostly seniors. That is what 
we are talking about. And in the next 10 years, again, we are going 
to spend $65 billion. 

By the way, do you agree that we should have a registry in this 
country so we know who is stealing from other people? 

Dr. AGRAWAL. Sir, on the hip and knee registry, you know, I 
think we would be open to reviewing the proposal and offering you 
any guidance that would be helpful. 

I do think that we are aligned in certain other ways already. I 
alluded earlier to the Physician Payment Sunshine Act. 
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We will be able to see through that program as just one example 
of financial interactions between medical device companies and 
physicians, and I think that will be a level of data transparency 
that is important 

Mr. PASCRELL. Do you believe, Doctor, that collecting patient 
data in a registry on knee and hip replacements could help us to 
identify ineffective knee and hip devices so that we can cut down 
on unnecessary surgery? Do you agree with that or you don’t agree 
with it? It is a pretty simple question. 

Dr. AGRAWAL. I think that we are happy to review any pro- 
posal that comes from this Committee and help you in the evo- 
lution of that proposal. 

Mr. PASCRELL. Well, it would seem to me, if you know the his- 
tory — and I was trying to give it to you in capsule form, unfortu- 
nately. 

Back in 2007 — much of it occurred before 2007. And you folks 
have not — even though you just came on the job, you folks have not 
done anything about this, encouraging anything. This is a major 
part of your budget. This is a major part of the fraud. 

It would seem to me that we should be interested in these kinds 
of things. Correct? 

Dr. AGRAWAL. Yes, sir. I think we are interested. As I have al- 
luded to a couple of times now, I think the Sunshine Act will get 
at this issue as well. 

Mr. PASCRELL. Mr. Chairman, I think that, when we speak of 
trying to make the system better and when we speak about trying 
to save money — ^because there is tremendous amount of fraud and 
the many people who committed the fraud never went to jail. 
Okay? 

Talk about our system of justice about, when you have a buck 
in your pocket, you stay out of jail; when you don’t have a buck, 
you sure the hell will go to jail. 

And one way to stop this is to look at this registry, which I am 
talking about here so that one hand knows what the other is doing. 
And I think it would reduce health care costs, period, not only in 
this area, but also in other areas. 

And I yield back. And I thank you. 

Chairman BRADY. Thank you, Mr. Pascrell. 

Mr. Smith. 

Mr. SMITH. Thank you, Mr. Chairman. 

And thank you to our witnesses here today for sharing your in- 
sight. It is a tough job out there that I think you are trying to do. 

And it is frustrating from our standpoint. I get especially frus- 
trated when I hear from providers wanting to do the right thing 
and, yet, it is so cumbersome, it is so complex, that even doing the 
right thing has become so difficult. And I am afraid that that is 
just getting worse. 

And we know that Medicare is on an unsustainable path. At 
least that is my opinion. And we need to make some changes. 

We did hear about the embarrassing situations of improper pay- 
ments, Ms. Jarmon. 

Any of you, how do these improper payments happen? 

What can you tell us is being done to fix this. Dr. Agrawal? 
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Dr. AGRAWAL. Sure. One thing I would just want to clarify is 
certainly the improper payment rate is a huge focus for the agency 
and we are focused on reducing the improper payment rate. I just 
want to differentiate that rate from a measure of fraud. 

The improper payment rate is not a true measure of fraud. It is 
really more a measure of perhaps waste and abuse. A lot of the 
major drivers of the improper payment rate are insufficient docu- 
mentation, which is often caused by providers sometimes not un- 
derstanding regulatory requirements. But if we got the documenta- 
tion that was required, chances are those claims would have been 
just fine. 

Mr. SMITH. So services for a dead person, how does that hap- 
pen? 

Dr. AGRAWAL. Yeah. So there are — ^you know, we utilize 

Mr. SMITH. Would that be fraud or would that be improper pay- 
ment? 

Dr. AGRAWAL. It could be either. I think, obviously, you know, 
establishing fraud depends on establishing intent, and that really 
is a law enforcement determination. What we do is we look at driv- 
ers of improper payment and try to go after the biggest drivers. 

With respect to dead beneficiaries or dead providers in specific, 
we work very closely with the Social Security Administration to get 
information on their Death Master File to be able to link that infor- 
mation to our own data so that we can stop claims from being paid 
for those beneficiaries or to those providers. 

Mr. SMITH. So would you say that current measures are suffi- 
cient? More measures are needed? Lack of enforcement? How 
would you sum up what the current situation is or needs to be? 

Dr. AGRAWAL. Well, I think, if you were to look at the improper 
payment overall, certainly, you know, there is more that we can do 
and we are working on various initiatives to decrease the improper 
payment rate. 

Again, because documentation issues drive a huge portion of that 
rate, we are working with providers to educate them on real docu- 
mentation requirements. 

Some of the other things that drive the rate are medically nec- 
essary services, but being provided in the wrong place. So, again, 
that does come down to education and working with providers. 

Mr. SMITH. The wrong place, could you elaborate? 

Dr. AGRAWAL. Sure. So there might be a service like a stress 
test, for example, that is provided in an inpatient setting that could 
be provided in an office or outpatient setting. 

That inpatient claim could potentially lead to an improper pay- 
ment, you know, depending on how it was documented and all that. 

But, you know, nobody is contending necessarily that the service 
should not have been provided. It should just have been provided 
in a more medically reasonable location. 

So a lot of that, again, does come down to working with pro- 
viders. I take your point very seriously about provider burden and 
agree, as a physician myself, that we should do whatever we can 
to lower burden as feasible while still meeting our obligations to 
protect trust fund dollars and educating providers as best we can 
on the front end so mistakes are not made. 
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Mr. SMITH. Well, I would also add, as I have in previous hear- 
ings in working on health care issues, especially in rural America, 
there are arbitrary regulations that I think might be intended for 
greater efficiencies and, yet, the result is the exact opposite. 

And I am afraid patients actually suffer as a result of the Fed- 
eral bureaucracy supposedly in the name of striving for efficiency, 
but services are worse. I think it is arbitrary and I would hope that 
we could have your cooperation as we do move forward on trying 
to find some efficiency there. 

We know that hardworking taxpayers need protection, so to 
speak, and that we have, I think, many options ahead of us, hope- 
fully, we will pursue that will have the Federal Government step 
back instead of step forward and into the lives of so many patients 
because I think it is counterproductive. 

Thank you. I yield back. 

Chairman BRADY. Thank you. 

Mr. Gerlach. 

Mr. GERLACH. Thank you, Mr. Chairman. 

Thank you all for coming and testifying today. 

The amount of fraud and abuse in the program is staggering. We 
all know that. And I relate it back to just where I am from, Penn- 
sylvania. The Commonwealth of Pennsylvania State budget is 
about $32 billion a year. 

So, really, what we are talking about here is fraud and abuse in 
one program of the Federal Government that has doubled the size 
of the Commonwealth of Pennsylvania’s budget each year. That is 
staggering. 

And I am really concerned that, in the years that I have been 
on this Committee and we have had these kinds of hearings, very 
little progress has been made to deal with it from the witness side 
of things, where the same questions have been asked by Mr. John- 
son year after year after year, why there are still Social Security 
numbers on these cards. Still don’t have a solid answer as to what 
you are doing about it. 

And, frankly, not to take it personally, you ought to be embar- 
rassed. You ought to be embarrassed for the agency you work for 
and for the American people. Now, that doesn’t mean you are per- 
sonally responsible for that. So please don’t take that as a personal 
slight to any of you. 

But it ought to just remind you, as you sit here today, how im- 
portant these issues are and how important it is to make progress 
on these issues. And I hope a year from now you are not back testi- 
fying and you are giving the same answers to the same questions 
and no progress has been made. 

A number of us on this Committee — my lead cosponsor, Mr. Blu- 
menauer, and other Members of this Subcommittee — have cospon- 
sored H.R. 3024, which will create a smart card program within 
the Medicare program to deal with this issue, having both a pro- 
vider and the beneficiary have a card without a Social Security 
number on it that would be swiped at the time of the medical 
transaction to try to reduce fraud and abuse and, in particular, 
deal with fraudulent billing, phantom billing, duplicate billing, 
dealing with unlawfully present beneficiaries, dealing with de- 
ceased beneficiaries, dealing with identity theft. 
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We think this kind of technology, which is already being used in 
the Department of Defense to prevent people from getting access 
to certain buildings of the department or into computer systems, 
being used by perhaps yourselves — I understand all Federal em- 
ployees have a Homeland Security technology card that they use. 

Other health care delivery systems around the world are using 
smart card technology to deal with waste, fraud and abuse. Yet, 
here in the United States we don’t have that as part of our pro- 
gram and we also include the Social Security numbers on our 
cards. 

So a number of us not only here in the House, but, also, on a 
bipartisan, bicameral basis, have sponsored this kind of legislation 
to bring smart card technology into the program. And we have 
asked GAO — Ms. King, I know you are well aware — we have asked 
GAO to do some preliminary background evaluation of the idea. 

Ms. King, can you give us an update as to — the work you are 
doing in GAO with this particular idea, where you might be in that 
process and when do — what you think there would be a completion 
to that so that we can move forward with evaluating that informa- 
tion from you and then move forward legislatively? 

Ms. KING. Yes. Thank you for that question. 

At your request and the request of several other Members of 
Congress, we are looking at the use of electronic cards in Medicare, 
and we are looking at several aspects of that. 

We want to try and find out what — the potential benefits and 
any limitations, if there are any, with the use of them, what issues 
might be involved in the implementation of smart cards, and we 
also want to evaluate where they are in use in other settings. And 
we hope to finish up that work about the end of the year. 

Mr. GERLACH. Okay. And then will you come back to us with 
a report and recommendations relative to the idea? 

Ms. KING. We will. 

Mr. GERLACH. Okay. Doctor, on that same idea, are you cur- 
rently out of your shop looking at the use of digital technology solu- 
tions to more accurately authenticate providers and beneficiaries at 
the time of the medical transaction rather than continuing this 
pay-and-chase process we have today, having more front-end 
verification methods in place, could include smart card technology, 
could include other types of technology, to, again, address this 
issue? 

Dr. AGRAWAL. Yes. Obviously, we do look forward to seeing 
GAO’s findings. That will certainly help the agency as well. 

We did conduct a little while ago a swipe card pilot with DME 
ordering. That basically required or allowed providers to swipe an 
electronic card at the time of the order being placed in the office 
and then a beneficiary taking that card essentially to a DME sup- 
plier to be able to connect the order in the office to the supply that 
was actually given. 

And I think the outcomes of that program have highlighted, you 
know, some of the challenges that might emerge in this report as 
well. 

Number one; there are obviously some operational constraints 
that we should be aware of on the part of the provider. 
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I think we have to be very careful in instituting any kind of al- 
ternative technology approach, that we not place too much of a bur- 
den on providers, whether it is a resource burden or other kind of 
technology acquisition burden. 

Second, I would just highlight or emphasize that, in any new 
technology implementation, we not get in the way of the physician- 
patient relationship. 

This was actually some specific feedback that we got to our pilot, 
that certain physicians saw that as an intrusion, having to swipe 
a card when they were seeing a patient. 

Obviously, beyond that, there are other operational constraints of 
implementation, but I would just ask the Committee to keep these 
things in mind. 

Mr. GERLACH. We will look forward to your information. Thank 
you. 

Mr. BLUMENAUER. Mr. Chairman, just a point of clarification, 
please. 

Chairman BRADY. Yes. 

Mr. BLUMENAUER. I would note that this particular project of 
Mr. Gerlach — he has unfortunately decided that he is not going to 
be with us next year. And I am pained with the notion that we are 
not going to get a report for 6 months. 

Is it possible to get some sort of interim report in the next few 
months that could feed back into the work we are doing here, that 
we might be able to wrap this up? He has invested years in this 
very positive idea. Is there some way that we could get a little 
something sooner? 

Ms. KING. We are not at the point right now of being able to 
tell you what our preliminary findings are, but I think we will be 
before the end of the year. 

Mr. BLUMENAUER. Yes. 

And I am just saying respectfully, because we have a different 
timetable here 

Ms. KING. I understand. 

Mr. BLUMENAUER [continuing]. If there is some way — even not 
a final preliminary, but something that would give guidance soon- 
er, late in the summer or early in the fall, would make a big dif- 
ference. 

Chairman BRADY. And, Ms. King, I imagine every one of us 
would add our support for that request as well. 

All right. Thank you. 

Mrs. Black. 

Mrs. BLACK. Thank you, Mr. Chairman. And I do sincerely ap- 
preciate the opportunity to participate in this hearing. And I thank 
you for your leadership on this issue. This is a very important issue 
in understanding the fraud, waste and abuse in the Medicare pro- 
gram. 

Myself and all my colleagues that have spoken here do have seri- 
ous concerns about the future of Medicare, the program, and appre- 
ciate viewing some of the recommendations that have been made 
by the GAO that has been published in order for CMS to address 
some of these fundamental structural changes that are facing our 
growing system. 
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I think it was our colleague, Mr. Roskam, that made mention of 
$75 billion. When I think about billions of dollars that potentially 
cannot be accounted for, it is a tremendous, tremendous amount of 
money. I certainly appreciate the good work that is done by both 
the GAOs and the Inspector General as well. 

Just recently I sent a letter to Ms. Tavenner on this very topic 
to understand why CMS has not adopted two recommendations 
made by GAO to reduce improper payments issued by CMS. One 
of them goes back pretty far, and we still don’t see that there has 
been a resolution on this. 

It goes back to a 2007 GAO recommendation that was a require- 
ment for contractors to develop thresholds for unexplained in- 
creases in billing in order to implement the controls under an auto- 
mated payment system. 

And prior to issuing these payments under a fee-for-service, 
thresholds have not been developed to explain unexpected increases 
in billing. 

And that seems to me to be one that just ought to jump out and 
ought to be one that takes priority to say, “Why is that hap- 
pening?” and, “Let’s put thresholds there so we can at least catch 
that,” as has already been said by the previous questioner. 

Dr. Agrawal, would you be able to help me understand why this 
still has not been put into place? 

Dr. AGRAWAL. Sure. So we have the fraud prevention system, 
which is a predictive analytics system that allows us to look at 
claims in real-time. 

One of the models in that system does look at the type of spike 
billing that you are talking about, essentially, significant changes 
in billing behavior in a relatively brief period of time. 

We also have other models that look at just the absolute dollars 
that are going out. So, you know, some that look at the change and 
others that just look at high-dollar amounts. 

We could perhaps work with the GAO to close that recommenda- 
tion, but I do believe we have addressed it. 

Mrs. BLACK. Well, if you have, I think it would be a great idea 
to work with GAO because it continues to show up, the rec- 
ommendations. 

Dr. AGRAWAL. Yes, ma’am. 

Mrs. BLACK. And if we go all the way back to 2007 and we see 
this continue to be a recommendation that hasn’t been closed, then 
there is a question about why that is. 

A lot of money is spent with the GAO in trying to get these rec- 
ommendations to you all. Understanding that you are very busy on 
administering the program, I think when the recommendations are 
given, they need to be taken seriously and we don’t need to see 
them being open year after year. 

I want to go to just one other one. And I am interested in the 
recommendation that was made by GAO regarding the home 
health agencies with known high rates of improper billing. The 
GAO recommended that the CMS conduct post-payment reviews, 
and that also seems to have not been done yet. 

Can you speak to that? 
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Dr. AGRAWAL. Yes, ma’am. So we receive regular reports from 
our zone program integrity contractors that conduct investigations 
against various providers that have, you know, risen in priority. 

Each one of our zone program integrity contractors does conduct 
post-pay reviews of home health agencies in their zones. Again, 
this perhaps may be a recommendation that we could close. 

In specific, you know, the Committee is aware of the moratorium 
that we have implemented in home health services in a number of 
different geographies as a result of those activities and other activi- 
ties. 

As just one example, we have revoked over 100 home health 
agencies in just Miami alone in the last year, half of them after the 
moratorium was put in place. So home health care is something 
that we are closely looking at. 

We, in fact, do conduct post-pay audits and payment suspensions 
and pre-pay reviews just in alignment with our other authorities. 
So I would be happy to work with them to perhaps close that rec- 
ommendation. 

Mrs. BLACK. Just an observation that — ^you did talk about sev- 
eral of these recommendations that you all are trying to address. 

I think that, since you are fairly new with the organization, the 
agency, that it might be a good change in culture to go back and 
look at these and be able to report back to this Committee in par- 
ticular, but to Congress in general, to let them know that you are 
taking these recommendations seriously. 

Because, as I say, there is a lot of money that goes into research- 
ing these recommendations and giving them to CMS, and I would 
hope that we would have you close those out. 

If you are really doing these, let us know. And let us know, also, 
how much has been saved. If you can help us to know that, that 
is very helpful. 

Thank you, Mr. Chairman. 

Chairman BRADY. Thank you, Mrs. Black. 

And to the witnesses, thank you for being here. 

The bipartisan frustration you hear expressed is not because 
fraud in Medicare is new. It is not. It is growing as the program 
is growing. It, at times, seems super human and immortal, and it 
is not. Much of the fraud and abuse we have seen is preventable. 

And so, one, this won’t be the last time you are before the Sub- 
committee. We are dead serious about both aggressive oversight to 
ensure that the recommendations by the Inspector General and 
GAO are implemented in a timely way by the agency. I appreciate 
your support and commitment to work with us to do that. 

Second, the Subcommittee hopes to develop and advance a pack- 
age of legislative bills related to fraud. So if you have views on the 
legislation that you heard from the Members today, I would en- 
courage you to get with them immediately because we intend to 
move on the area of fraud. 

With that, I would like to thank all of the witnesses for their tes- 
timony today. Appreciate the continued assistance getting answers 
to the questions that are asked by our Committee and Members. 

As a reminder, any Member wishing to submit a question for the 
record will have 14 days to do so. Any questions that are sub- 
mitted, I ask the witnesses to respond in a timely manner. 
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With that, the Subcommittee is adjourned. 

[Whereupon, at 3:35 p.m., the Subcommittee was adjourned.] 
[Submissions for the Record follow:] 
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OKPARTMENT of HE.\1.TH AM) Hlm.an Servicf-s 

Oftice of Inspector General 

W.KStlINCIUN. IK: ‘20?OI 



[IVe redact certain identifying infotmation and certain potentially privileged, 
confidential, or proprietaiy information associated with the individual or entit}\ unless 
othenvise approved by the requestor. ] 


Issued: December 31, 2012 

Posted: January 7, 2013 


[Name and address redacted] 

Re: OIG Advisory Opinion No. 12-22 
Dear [Name redacted]: 

We are writing in response to your request for an advisory opinion regarding an 
arrangement in which a hospital pays a cardiology group compensation that includes a 
performance bonus based on implementing certain patient scr\’ice, quality, and cost 
savings measures associated with procedures performed at the hospital’s cardiac 
catheterization laboratories (the “Arrangement”). Specilically, you have inquired 
whether the Arrangement constitutes grounds for the imposition of sanctions arising 
under; (i) sections 1 128A(b)(l)- (2) of the Social Security Act (the “Act"), the civil 
monetary penalty for a hospital’s payment to a physician to induce the reduction or 
limitation of sen ices to Medicare or Medicaid beneficiaries under the physician’s direct 
care; or (ii) the exclusion authority at section 1 128(b)(7) of the Act or the civil monetary 
penally provision at section 1 1 28A(a)(7) of the Act, as those sections relate to the 
commission of acts described in section 1 128B(b) of the Act, the Federal anti-kickback 
statute. 

You have certified that all of the infonnation provided in your request, including all 
supplemental submissions, is true and correct and constitutes a complete description of 
the relevant facts and agreements among the parlies. 

In issuing this opinion, we have relied solely on the facts and information presented to us. 
We have not undertaken an independent investigation of such information. This opinion 
is limited to the facts presented. If material facts have not been disclosed or have been 
misrepresented, this opinion is without force and effect. 
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Based on the facts certified in your request for an advisory opinion and supplemental 
submissions, we conclude that: (i) although the Arrangement could constitute an 
improper payment to induce the reduction or limitation of services pursuant to sections 
1 128A(b)(l) - (2) of the Act, the Office of Inspector General (“OIG”) will not impose 
sanctions on [name redacted] in connection with the Arrangement; and (ii) although the 
Arrangement could potentially generate prohibited remuneration under the anti-kickback 
statute if the requisite intent to induce or reward referrals of Federal health care program 
business were present, the OIG will not impose administrative sanctions on [name 
redacted] under sections 1 128(b)(7) or 1 128A(a)(7) of the Act (as those sections relate to 
the commission of acts described in section 1 128B(b) of the Act) in connection with the 
Arrangement. This opinion is limited to the Arrangement and, therefore, we express no 
opinion about any ancillary agreements or arrangements disclosed or referenced in your 
request for an advisory opinion or supplemental submissions. 

This opinion may not be relied on by any persons other than [name redacted], the 
requestor of this opinion, and is further qualified as set out in Part IV below and in 42 
C.F.R. Part 1008. 

I. FACTUAL BACKGROUND 

[Name redacted] (“Requestor”) is a large, rural acute care hospital located in a medically 
underserved area in [town, state redacted] (“the Town”). Requestor operates four cardiac 
catheterization laboratories (the “Labs”), all of which are located in Requestor’s main 
building on its campus. Requestor operates the only cardiac catheterization laboratories 
within a fifty-mile radius of its campus. Requestor bills for and collects all non- 
professional fees generated for services provided in the Labs. Requestor provides space, 
certain non-physician staff, equipment and supplies for the Labs. Requestor certified that 
the Labs are operated as a provider-based department of Requestor’s hospital, in 
accordance with 42 C.F.R. § 413.65. 

Requestor entered into a cardiac catheterization co-management agreement (the 
“Management Agreemenf’), with [name redacted] (the “Group”) for a term of three 
years. The Group consists of approximately eighteen full-time physicians, including 
general eardiologists, interventional cardiologists, and electrophysiologists. Six 
interventional cardiologists who are members of the Group perform procedures in the 
Labs. The Group bills Medicare Part B and other payors for cardiology services rendered 
by its physicians. The Group is the only cardiology group on Requestor’s medical staff 
and the only physician group in the Town that provides cardiac catheterization services.' 


' The Arrangement is not exclusive. If additional cardiologists were to join Requestor’s 
medical staff. Requestor would consider including those individuals within the 
Arrangement. 
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The Group does nor provide cardiac catheterization services at any location other than the 
Labs. Tlie Group refers patients to Rajuestor for inpatient and outpatient procedures, in 
addition to the cardiac catheterization procedures. 

Under the Management Agreement, the Group provides management and medical 
direction services for Requestor’s Labs in exchange for a co-management fee comprised 
of tvvo components: ( 1 ) a guaranteed, fixed payment equal to [amount redacted] per year 
(the “Fixed Fee”), and (2) a potential annual perfonnance-ba.sed payment equal to a 
maximum of [amount equal to Fixed Fee redacted] per year (the “Perfonnance Fee”). 
Requestor pays an installment of the Fixed Fee and an estimated installment of the 
Performance Fee to the Group quarterly. Every year. Requestor reconciles the quarterly 
installment payments of the Perfonnance Fee under the Arrangement.^ 

Payment under the Arrangement is made by Requestor to the Group. Requestor certified 
that the Group has agreed that, to the extent revenue derived from the Arrangement 
results in dividends payable to the Group’s shareholders, the Group distributes such 
dividends based on each shareholder’s pro rata share of ownership, and that distributions 
have no relation to an indiv idual physician’s participation in the Arrangement. 

In exchange for the Fixed Fee and Performance Fee, the Group performs the following 
duties under the Management Agreement; overseeing l.ab operations; providing strategic 
planning and medical direction services; developing Requestor’s cardiology program; 
serving on medical staff committees; providing staff development and training; providing 
credentialing for Lab personnel; recommending Lab equipment, medical devices, and 
supplies; consulting with Requestor regarding information systems; providing assistance 
with financial and payor issues; and providing public relations services. 

The Perfonnance Fee consists of the following components: Requestor’s employee 
satisfaction (“Employee Satisfaction Component”), 5%; patient satisfaction with 
Requestor’s Labs (“Patient Satisfaction Component”), 5%; improved quality of care 
within the Labs (“Quality Component”), 30%; and implementation of certain measures to 
reduce costs attributable to Lab procedures (“Cost Savings Component”), 6034. 

Requestor selected perfonnance measures within these components based on its financial, 
purchasing, employee satisfaction, patient satisfaction, and quality measurement data 
systems, as well as certain national cardiology quality measures. 

Most measures within the Perfonnance Fee components incorporate three possible 
achievement levels tliat trigger payment. If tlie Group fails to achieve the lowest, 
baseline achievement level for a measure within a component, it receives no payment for 


^ In the event tliat the annual reconciliation shows that the Group received a Perfonnance 
Fee that exceeds the amount it earned, the Group will refund any excess to Requestor. 
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that measure. The baseline achievement level for any measure reflects improvement over 
Requestor’s status quo performance for that measure prior to the effective date of the 
Agreement. If the Group meets the baseline achievement level for a measure within a 
Performance Fee component, it receives 50% of the total compensation available for that 
measure; if it meets the middle benchmark, it receives 75%; and if it achieves the highest 
benchmark, it receives 1 00%. 

To obtain the portion of the Performance Fee allocable under the Employee Satisfaction 
Component, the Group must receive a rank between 94.5th- 96th percentile as compared 
to other hospitals surveyed nationally following a bi-annual employee opinion sutv ey of 
Requestor’s employees, performed by Requestor. 

To obtain the portion of the Performance Fee allocable under the Patient Satisfaction 
Component, the Group must meet the following measures on behalf of the Labs; 

• Labs must be ranked at the 96th percentile in an annual independent patient 
satisfaction survey.’ 

• Group physicians must start the first Lab surgical case each day by 8; 1 5 a.m., at 
least 85% of the days the Lab operates. 

• The Group must reduce the time a physician spends between surgical cases in 
Labs to 25 minutes or less in at least 50% of eases. 

To obtain the portion of the Performance Fee allocable under the Quality Component, the 
Labs must improve their perfomiance as measured by standards promulgated by the Joint 
Commission, the Centers for Medicare and Medicaid Services (“CMS”), the American 
College of Cardiology (the “ACC”), and the National Cardiovascular Data CathPCI® 
Registry (the “NCDR”)*', each of which develops national cardiology quality measures 
for ho.spitals. Requestor’s performance is measured against hospitals’ performance 
nationally and given a percentile ranking.’ 'Uiesc standards are subject to revision and 
update to reflect the appropriate standard of care and currently consist of the following; 


’ The ranking is based on an independent sutv'ey analysis that compares Requestor’s 
patient satisfaction survey data with survey data from a proprietary database of hospitals 
nationwide. 

■' The NCDR is a cardiovascular data repository developed by the ACC. 

’ Requestor used standards published in the Specifications Manual for National Hospital 
Quality Measures. Version 4. 1 (the “Manual”) to establish certain measures within the 
Quality Component. Ilic Manual is published by the Joint Commission (formerly the 
Joint Commission on Accreditation of Health Care Organizations) and represents the 
joint efforts of CMS and the Joint Commission to publish a uniform set of national 
hospital quality measures. See http;/Avw\v .jointcommission.org/specifications_manual_ 
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• Reduce “door to balloon time” so that at least 85% of Lab patients’ “door to 
balloon” time is below 90 minutes.^ 

• Prescribe a Beta blocker at discharge’ to rank between the 70th and 90th percentile 
of hospitals measured. 

• Prescribe an ACE-1 or ARB for left ventricular systolic dysfiinction at discharge* 
to rank between the 70th and 90th percentile of all hospitals measured. 

• Prescribe an Aldosterone blocking agent at discharge^ to rank between the 70th 
and 90th percentile of hospitals measured. 

• Document LDL-c level in hospital record’” to rank between the 70th and 90th 
percentile of hospitals measured. 

• Reduce occurrence of Percutaneous Coronary Intervention complications” to a 
level between 1.4% and 1.7% of patients. 

• Reduce the incidence of bleeding in Lab patients within 72 hours of surgery” to a 
level between 0.9% and 1.1% of patients. 

• Reduce Percutaneous Intervention Risk Adjustment Complications Index'^ to 
between 1 .25% and 0.96% of patients. 


for_national_hospital_inpatient_quality_measures.aspx. 

” For this measure. Requestor selected a published guideline set forth in the Manual and 
adopted by the ACC for measuring the time between a patient’s entry to the Emergency 
Department, when experiencing a heart attack, and the time the physician opens the 
blocked vessel. 

’ For this measure. Requestor selected a published guideline set forth in the Manual and 
the ACTION Registry®-GWTG™, which is part of the NCDR. According to Requestor, 
a Beta blocker is a medication prescribed at discharge that reduces heart rate and blood 
pressure by dilating blood vessels. 

* For this measure. Requestor selected a published guideline set forth in the Manual and 
the ACTION Registry®-GWTG™. 

’ For this measure. Requestor selected a published guideline set forth in the ACTION 
Registry®-GWTGT“. 

For this measure. Requestor selected a published guideline set forth in the ACTION 
Registry®-GWTGT“. 

” For this measure. Requestor selected a published guideline adopted by the ACC, as set 
forth in the NCDR. 

” For this measure. Requestor selected a published guideline adopted by the ACC, as set 
forth in the NCDR. 
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To obtain the portion of Performance Fee allocable under the Cost Savings Component, 
the Group must reduce the cardiac catheterization costs per case from [amount redacted] 
to an amount ranging from [amount redacted] to [amount redacted] per case; and average 
contrast costs per case from [amount redacted] to an amount ranging from [amount 
redacted] to [amount redacted] per case. Similar to the other components of the 
Performance Fee, if the Group meets the baseline achievement level for the cost savings 
measure, it receives 50% of the total compensation available for that measure; if it meets 
the middle benchmark, it receives 75%; and if it achieves the highest benchmark, it 
receives 100%. 

Requestor certified the following information. It bases purchasing decisions on the best 
interests of patient care and utilizes products that are clinically safe and effective. An 
Interventional Cardiology Committee consisting of all interventional cardiologists who 
utilize the Labs generates initial product recommendations. It selects products and 
supplies following a review of evidence-based medicine, empirical trial data, and proven 
effectiveness. Performance standards drive selection of supplies and equipment in the 
Labs. 

Requestor further certified as follows. It collaborated with the Group’s physicians to 
reduce cardiac catheterization costs by contracting with a single vendor for drug-eluting 
and bare metal stents, from whom they obtained a highly competitive price. Cost savings 
also are achieved through better management of the usage of coronary stents and product 
standardization. Unique-sized stents or other types of drug-eluting stents remain 
available upon request by an interventional cardiologist, and no physician is ever 
prohibited from requesting a particular device or supply required to address a patient’s 
unique health needs. Unless otherwise clinically indicated, the Group’s physicians 
adhere to clinical guidelines developed by the ACC regarding the use of bare metal rather 
than drug-eluting stents. The parties also reduce costs by implementing better 
management practices with other devices, items, and supplies. For example. Requestor 
purchases frequently used supplies directly from manufacturers to obtain a better price, 
and adjusts supply stock levels to reduce shipping costs. The parties also reduce wasted 
supplies by evaluating necessary items and supplies used during cardiac catheterization 
procedures and restricting certain items for use only “as needed” during a procedure. 

Additionally, Requestor certified that the Group receives [amount redacted] as part of the 
annual Performance Fee, subject to the aggregate Performance Fee cap, if Requestor 


For this measure. Requestor selected a published guideline adopted by the ACC, as set 
forth in the NCDR. 
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achieves a designation as one of Thomson Reuters Top 50 Cardiovascular Hospitals for 
that year.*'* 

Requestor certified that it and the Group’s physicians protect against inappropriate 
reductions in services in the following ways. A team of Requestor’s medical staff, 
including members of the Group, the nurse manager, and administrative leadership, 
developed the cost savings measures based on evidence and clinical outcomes. The team 
based product standardization decisions on clinical outcomes ascertained through reviews 
of clinical studies and documented clinical outcomes.'* Requestor obtained an 
independent, tliird-party valuation regarding the Fixed Fee and Performance Fee paid 
under the Arrangement. According to Requestor, both the Fixed Fee and the potential 
Performance Fee are consistent with fair market value and are commercially reasonable. 
We rely on Requestor’s fair market value certification in issuing this opinion. 

Requestor uses an independent, third-party utilization reGew firm to annually review data 
related to the components of the Perfonnance Fee as well as the clinical appropriateness 
of the cardiac catlieterization procedures perfonned at the Labs. This firm also annually 
reviews the Group’s performance under the Arrangement to confirm that the 
Arrangement does not adversely impact patient care. Requestor certified that 
implementation of the Arrangement has not adversely affected patient care. 

Under the Arrangement, all commercially available stents and balloons are available as 
needed. A Group physician may use the device or supply he or she detemrines to be most 
clinically appropriate for each patient. Moreover, receipt of any part of the Perfomiance 
Fee under the Arrangement is conditioned upon the Group’s physicians not taking any of 
the following actions: 1) stinting on care provided to Reque.stor’s patients; 2) increasing 
referrals to Requestor; 3) eherry-picking healthy patients or those with desirable 
insurance for treatment in the I,abs; or 4) accelerating patient discharges. 

To monitor the Group’s performance under the Arrangement, Requestor uses several 
approaches. First, Requestor’s internal audit department reviews all supporting data and 


See Thomson Reuters Top 50 Cardiovascular Hospitals available at 
http://100tophospitals.com/top-cardio-hospitals/. Requestor has not reeeived this 
designation for a number of years. If the Group achieves the top achievement level for 
all performance measures, it earns the maximum annual Performance Fee and receives no 
additional compensation for this top hospital designation. 

‘* Members of both Requestor’s and the Group’s leadership jointly evaluate supply, 
equipment, and purchasing decisions. The Group participates in evaluation and selection 
of medical supplies and equipment used in the Labs and evaluates, advises, and assists 
Requestor in the vendor negotiation process. 
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documentation related to the Quality and Cost Savings Components. An independent 
accounting firm then reviews the internal audit department’s findings. The firm reports its 
independent findings to Requestor’s compliance officer, who reports to Requestor’s 
Board of Directors. Requestor’s Board of Directors’ Compliance and Audit Committee 
reviews the independent accounting finn’s findings and approves payment of any amount 
under the Performance Fee. 

Requestor also uses multiple hospital committees to monitor performance of the Group 
under the Arrangement, llie Performance Monitoring Committee, eonsisting of key 
hospital management and Lab staff, provides direct oversight to ensure that stinting on 
patient care, patient cherry-picking, and other improper practices do not occur. 
Requestor’s Credentials and Peer Review Committee monitors and reports on the quality 
of care provided by the Group and performs peer case review. This committee reports its 
results to the Medical Executive Committee of the Medical Staff and tire Board of 
Directors’ Quality Standards Committee.'* Also, Requestor’s Best Practices Utilization 
Review Committee, led by physicians on Requestor’s medical stalT, reviews quality 
assurance and utilization of the Labs.’’ 

Patients and their families are notified in writing of the existence of the Arrangement and 
their physician’s participation in tlie Arrangement prior to performance of a Lab 
procedure and concurrent with obtaining the patient’s consent to the procedure. 

11. I.EGAL ANALYSIS 

Incentive eompensation arrangements like the Arrangement are designed to align 
incentives by offering physicians compensation in exchange for implementing strategies 
to meet quality, service, and cost savings targets. However, like any payment 
arrangement between a hospital and physicians who refer business to the hospital, 
payments purportedly intended to encourage quality improvements and cost savings 
might be misused by unscrupulous parties to induce limitations or reductions in care or to 
disguise kickbacks for Federal health care program referrals. Therefore, such 
arrangements must be evaluated in light of applicable Federal statutes and the potential 
for abuse. 


'* The Board of Directors’ Quality Standards Committee monitors the overall quality of 
care provided by Requestor. 

No opinion is expressed or implied in this advisory opinion regarding the liability of 
any party under the False Claims Act or other legal authorities for any improper billing, 
claims submission, cost reporting, or conduct directly or indirectly related to the 
Arrangement. 
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Properly structured, arrangements that compensate physicians for achieving hospital cost 
savings can serve legitimate business and medical purposes. Specifically, properly 
structured arrangements may increase efficiency and reduce waste, thereby potentially 
increasing a hospital’s profitability. However, such arrangements can potentially 
influence physician judgment to the detriment of patient care. Our concerns include, but 
are not limited to, the following: (i) stinting on patient care, (ii) “cherry picking” healthy 
patients and steering sicker (and more costly) patients to hospitals that do not offer such 
arrangements, (iii) payments to induce patient referrals, and (iv) unfair competition 
among hospitals oflering incentive compensation programs to foster physician loyalty 
and to attract more referrals. 

Ho.spital cost-savings programs in general, and the Arrangement in particular, may 
implicate at least three Federal legal authorities: (i) the civil monetary penalty for 
reductions or limitations of services provided to Medicare and Medicaid beneficiaries, 
sections 1128A(b)(l)-(2) of the Act; (ii) the anti-kickback statute, section 1 128B(b) of 
the Act: and (iii) the physician self-referral law, section 1877 of the Act.'* We address 
the first two of these authorities: seetion 1 877 of the Act falls outside the scope of the 
OlG’s advisory opinion authority. We therefore express no opinion on the application of 
section 1877 of the Act to the Arrangement. 

A. The (’ivil Monetaiy Pcnaltj', Sections 1 128A(b)(l)-(2) of the Act 

Sections 1 128A(b)(l)-(2) of the Act (the “CMP”) establish a civil monetary penalty 
against any hospital or critical access hospital that knowingly makes a payment directly 
or indirectly to a physician (and any physician who receives such a payment) as an 
inducement to reduce or limit services’’ provided with respect to Medicare or Medicaid 
beneficiaries under the physician’s direct care. Hospitals that make (and physicians who 
receive) such payments are liable for civil monetary penalties of up to $2,000 per patient 
covered by the payments. Sec jd. There is no requirement that the prohibited payment be 
tied to a specific patient or to a reduction in medically necessary care. Ilie CMP applies 
only to reductions or limitations of services provided to Medicare and Medicaid fee-for- 


'* In addition, nonprofit hospital arrangements raise issues of private inurement and 
private benefit under the Internal Revenue Seiv'ice’s income tax regulations in connection 
with section 501(c)(3) of the Internal Revenue Code. See Rev. Rul. 69-383, 1969-2 C.B. 

1 13. We express no opinion on the application of the Internal Revenue Code to the 
Arrangement. 

We have interpreted services under the CMP to include items used or provided as part 
of a service. 
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service beneficiaries.^° The CMP prohibits payments by hospitals to physicians as an 
inducement to a physician to reduce or limit services furnished to Medicare and Medicaid 
patients. A threshold inquiry is whether the Arrangement induces the Group’s physicians 
to reduce or limit services. Given the specificity of the Arrangement, it is possible to 
review the opportunities for .savings individually and evaluate their impact on patient 
care. 

Having reviewed the Performance Fee components, we conclude that the Cost Savings 
Component implicates the CMP. With respect to the measures under the Arrangement 
regarding standardization of devices and supplies and limiting use of specific stents, 
contrast agents, and medical devices, the Arrangement might induce physicians to alter 
their current medical practice to reduce or limit services.^' However, based on 
Requestor’s certifications, we conclude that the Fixed Fee, Employee Satisfaction, 

Patient Satisfaction, and Quality Components contained in the Arrangement do not 
involve an inducement to reduce or limit services and, therefore, do not implicate the 
CMP. Notwithstanding that the CMP applies to the Cost Savings Component, the 
Arrangement has several features that, in combination, provide sufficient safeguards so 
that we would not seek sanctions against Requestor for the Arrangement under sections 
1 128A(b)(lH2) of the Act. 

First . Requestor certified that the Arrangement has not adversely affected patient carc.^^ 
Requestor also certified that it monitors both the performance of the Group under the 


Physician incentiv e arrangements related to Medicare and Medicaid risk-based 
managed care contracts and Medicare Advantage plans are subject to regulation by the 
Secretary, pursuant to sections 1876(i)(8), 1903(m)(2)(A)(x). and 1852(jK4) of the Act 
(respectively), in lieu of being subject to sections 1 128A(b)(l)-(2). See OIG letter 
regarding hospital-physician incentiv e plans for Medicare and Medicaid beneficiaries 
enrolled in managed care plans (dated August 19, 1999), available at 
httn://oig.hhs.gov7fraud/docs/alertsandbulletins/gsletter.htm. See also 42 C.F.R. § 
417.479 (Medicare HMOs or competitiv e medical plans); 42 C.F.R. § 422.208 (Medicare 
Advantage plans); 42 C.F.R. § 438.6 (Medicaid risk plans). 

We recognize that the physicians’ medical practice may have involved care that 
exceeded the requirements of medical necessity and thus would be reduced without 
posing a risk of harm to patients. However, liability under the CMP does not require that 
the payments be tied to a reduction in medically necessary care. 

An independent medical expert reviewed the Arrangement on behalf of OIG. The 
medical expert concluded that the quality and cost savings measures, as described in the 
adv isory opinion request and supplemental submissions, should not have adversely 
afl'ected patient care. For purposes of this opinion, however, we rely solely on 
Requestor’s certifications, and nothing in this opinion should be construed as an 
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Arrangement and its implementation of the Cost Savings Component throughout the term 
of the Management Agreement to proteet against inappropriate reductions or limitations 
in patient care or services. Requestor’s Board of Directors, internal auditing staff, and 
certain hospital staff committees also monitor the Group’s performance under the 
Arrangement. Additionally, Requestor uses an independent, external third-party 
utilization review firm to annually review data related to tlie components of the 
Performance Fee and the clinical appropriateness of the cardiac catheterization 
procedures performed at the Labs. 

Second , the risk that the Arrangement will lead the Group’s physicians to apply a specific 
cost savings measure, such as the use of a standardized or bare metal stent, in medically 
inappropriate circumstances is low. The parties structured the benchmarks within the 
Cost Savings Component of the Performance Fee to allow the Group’s physicians 
flexibility to use the most cost-effective clinically appropriate items and supplies. 
Requestor certified that unique-sized stents or other types of drug-eluting stents remain 
available upon request by an interventional cardiologist, and that no physician is ever 
prohibited from requesting a particular device or supply required to address a patient’s 
unique health needs. Thus, each of the Group’s physicians has access to the device or 
supply he or she determines to be most clinically appropriate for each patient. The 
Arrangement is designed to produce savings through inherent clinical and fiscal value 
and not from restricting the availability of devices and supplies, fhe three-tiered 
benchmarks within the Cost Savings Component allow the Group to receive a portion of 
the Perfonnance Fee based on the aggregated perfonnance by the Group and not based on 
meeting a specific standard in the case of a particular patient if the standard is 
contraindicated with regard to that patient. 

Third , the financial incentive tied to the Cost Savings Component is reasonably limited in 
duration and amount. The Perfonnance Fee is subject to a maximum annual cap and the 
tenn of the Arrangement is limited to three years. 

Fourth , receipt of any part of the Perfonnance Fee under the Arrangement is conditioned 
upon the Group’s physicians not taking any of the following actioas: 1) stinting on care 
provided to Requestor’s patients; 2) increasing referrals to Requestor; .^) cherry-picking 
healthy patients or those with desirable insurance for treatment in the Labs; or 4) 
accelerating patient discharges. While we believe such a contract provision alone would 
not sufficiently reduce the risk of harm to patients or Federal health care programs, in 
combination with other features of tlie Arrangement, it provides an additional safeguard 
on which we rely. 


endorsement or conclusion as to the medical propriety of the specific activities being 
undertaken as part of the Arrangement. 
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For all of these reasons, in an exercise of our discretion, we choose not to impose 
sanctions under the CMP as a result of the Arrangement. 

B. The Anti-Kickback Statute 

The anti-kickback statute makes it a criminal offense to knowingly and willlully offer, 
pay, solicit, or receive any remuneration to induce or reward referrals of items or services 
reimbursable by a Federal health care program. See section 1 128B(b) of the Act. Where 
remuneration is paid purposelully to induce or reward referrals of items or services 
payable by a Federal health care program, the anti-kickback statute is violated. By its 
terms, the statute ascribes criminal liability to parties on both sides of an impennissible 
“kickback” transaction. For purposes of the anti-kickback statute, “remuneration” 
includes the transfer of anything of value, directly or indirectly, overtly or covertly, in 
cash or in kind. 

The statute has been interpreted to cover any arrangement where one purpose of the 
remuneration was to obtain money for the referral of services or to induce further 
referrals. See, e.g. . United States v. Borrasi . 639 F.3d 774 (7th Cir. 2011); United States 
V. McClatchev . 217 F.3d 823 (10th Cir. 2000); United States v. Davis. 132 F.3d 1092 
(5th Cir. 1998); United States v. Kats . 871 F.2d 105 (9th Cir. 1989); United States v. 
Greber . 760 F.2d 68 (3d Cir.), cert, denied . 474 U.S. 988 (1985). Violation of the statute 
constitutes a felony punishable by a maximum fine of $25,000, imprisonment up to five 
years, or both. Conviction will also lead to automatic exclusion from Federal health care 
programs, including Medicare and Medicaid. Where a party commits an act described in 
section 1 128B(b) of the Act, the OIG may initiate administrative proceedings to impose 
civil monetary penalties on such party under section 1 128A(a)(7) of the Act. The OIG 
may also initiate administrative proceedings to exclude such party from the Federal 
health care programs under section 1 128(b)(7) of the Act. 

The Department of Health and Human Services has promulgated safe harbor regulations 
that define practices that are not subject to the anti-kickback stamte because such 
practices would be unlikely to result in fraud or abuse. See 42 C.F.R. § 1001.952. The 
safe harbors set forth specific conditions that, if met, assure entities involved of not being 
prosecuted or sanctioned for the arrangement qualifying for the safe harbor. However, 
safe harbor protection is afforded only to those arrangements that precisely meet all of the 
eonditions set forth in the safe harbor. 

The safe harbor for personal services and management contracts, 42 C.F.R. § 

1001.952(d), potentially applies to the Arrangement. In relevant part for purposes of this 
advisory opinion, the personal services safe harbor requires that the aggregate 
eompensation paid for the services be set in advance and consistent with fair market 
value in arm’s-length transactions. The Arrangement does not fit in the safe harbor 
beeause the aggregate payment to the Group is not set in advance. However, the absenee 
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of safe harbor proteetion is not fatal. Instead, we evaluate the facts and circumstances 
specific to the Arrangement. 

Like any compensation arrangement between a hospital and a physician who admits or 
refers patients to such hospital, we are concerned that the Arrangement could be used to 
disguise remuneration from Requestor to reward or induce referrals by the Group. 
Specifically, the Arrangement could encourage the physicians to admit Federal health 
care program patients to Requestor, because the physicians receive not only their 
Medicare Part B professional fee, but also may receive the Fixed Fee and the 
Performance Fee. While we believe the Arrangement could result in illegal remuneration 
if the requisite intent to induce referrals were present, for the following reasons we will 
not impose sanctions in the particular circumstances presented here and as qualified 
below. 

First . Requestor certified that the compensation paid to the Group under the Management 
Agreement, which includes both the Fixed Fee and the Perfonnance Fee, is fair market 
value for the services provided.^^ These services include overseeing Lab operations; 
providing strategic planning and medical direction services; developing Requestor’s 
cardiology program; serving on medical staff committees; providing staff development 
and training; providing credentialing for Lab personnel; recommending Lab equipment, 
medical devices, and supplies; consulting with Requestor regarding infonnation systems; 
providing assistance with financial and payor issues; and providing public relations 
services. The fact that the Group provides substantial services under the Management 
Agreement reduces the risk that compensation paid by Requestor is a payment for 
referrals, rather than for actual services rendered. 

Second , the compensation paid to the Group does not vary with the number of patients 
treated. Thus, an increase in patient referrals to Requestor does not result in an increase 
in compensation paid to the Group under the Arrangement.^'* 

Third , because Requestor operates the only cardiac catheterization laboratories within a 
fifty-mile radius, and because the Group does not provide cardiac catheterization services 


We are precluded by statute from opining on whether fair market value shall be or was 
paid for goods, services, or property. See Section 1 128D(b)(3)(A) of the Act. If the fees 
are not fair market value, this opinion is without force and effect. 

We note that the Group distributes dividends pro rata, based on percentage ownership 
in the Group. We have no facts indicating that the Group allocates ownership interests or 
other compensation based on an individual physician owner’s participation or 
performance under the Arrangement. We might have reached a different conclusion had 
this been the case. 
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at any location other than Requestor’s Labs, it is unlikely that Requestor offered 
compensation to the Group under the Arrangement as an incentive for the Group’s 
physicians to refer business to the Labs instead of to a competing cardiac catheterization 
lab. 

Fourth , the specificity of the measures within the Arrangement helps ensure that its 
purpose is to improve quality, rather than reward referrals. The Arrangement specifically 
defines the Quality Component and bases the included measures on nationally recognized 
standards. The Arrangement sets out particular actions that generate the quality 
improvements on which the payments are based. The measures contained in the Quality 
and Cost Savings Components represent specific changes in cardiac catheterization 
laboratory procedures, which the Group’s physicians are responsible for implementing. 
Additionally, the lowest, baseline achievement level for any measure reflects 
improvement over Requestor’s status quo performance for that measure prior to the 
effective date of the Agreement. 

Fifth , the Management Agreement is a written agreement with a three-year tenn, and thus 
is limited in duration.^^ 

In light of these circumstances and safeguards, the Arrangement poses a low risk of fraud 
or abuse under the anti-kickback statute.^^ 

III. CONCLUSION 

Based on the facts certified in your request for an advisory opinion and supplemental 
submissions, we conclude that: (i) although the Arrangement could constitute an 
improper payment to induce the reduction or limitation of services pursuant to sections 
1 128A(b)(l) -(2) of the Act, the OIG will not impose sanctions on [name redacted] in 
connection with the Arrangement; and (ii) although the Arrangement could potentially 


We note that the Arrangement contains an automatic renewal provision, unless 
terminated; however, this advisory opinion applies only to the current three-year term. 
We express no opinion with respect to future extensions of the Arrangement. We would 
expect that quality improvement and cost saving measures under the Arrangement would 
be subject to adjustment over time, to avoid payment for improvements achieved in prior 
years and to provide incentives for additional improvements in the future. Continuing 
compensation for conduet that has come to represent the accepted standard of care could, 
depending on the circumstances, implicate the anti-kickback statute. 

We express no opinion with regard to any future changes in the Arrangement 
(particularly changes to the Quality or the Cost Savings Components) that diverge fiom 
those to which Requestor certified. 
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generate prohibited remuneration under the anti-kickback statute if the requisite intent to 
induce or reward referrals of Federal health care program business were present, the OIG 
will not impose adminismalive sanctions on [name redacted] under sections 1 128(b)(7) or 
1 128A(a)(7) of the Act (as those sections relate to the commission of acts described in 
section 1 128B(b) of the Act) in connection with the Arrangement. This opinion is 
limited to the Arrangement and, therefore, we express no opinion about any ancillary 
agreements or arrangements disclosed or referenced in your request for an advisory 
opinion or supplemental submissions. 

IV. LIMITATIONS 

• The limitations applicable to this opinion include the following: 

• This advisory opinion is issued only to [name redacted], the requestor of this 
opinion. This advisory opinion has no application to, and cannot be relied upon 
by, any other individual or entity. 

• This advisory opinion may not be introduced into evidence by a person or entity 
other than [name redacted] to prove that the person or entity did not violate the 
provisions of sections 1 128, 1 128A, or 1 128B of the Act or any other law. 

• This advisory opinion is applicable only to the statutory provisions specifically 
noted above. No opinion is expressed or implied herein with respect to the 
application of any other Federal, state, or local statute, rule, regulation, ordinance, 
or other law that may be applicable to the Arrangement, including, without 
limitation, the physician self-referral law, section 1877 of the Act (or that 
provision’s application to the Medicaid program at section 1903(s) of the Act). 

• This advisory opinion will not bind or obligate any agency other than the U.S. 
Department of Health and Human Setx'ices. 

• This advisory opinion is limited in scope to the specific arrangement described in 
this letter and has no applicability to other arrangements, even those which appear 
similar in nature or scope. 

• No opinion is expressed herein regarding the liability of any party under the False 
Claims Act or other legal authorities for any improper billing, claims submission, 
cost reporting, or related conduct. 

This opinion is also subject to any additional limitations set forth at 42 C.F.R. Part 1008. 
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The OIG will not proeeed against [name redacted] with respect to any action that is part 
of the Arrangement taken in good faith reliance upon this advisory opinion, as long as all 
of the material faets have been fully, completely, and accurately presented, and the 
Arrangement in practice eomports with the information provided. The OIG reserves the 
right to reeonsider the questions and issues raised in this advisory opinion and, where the 
publie interest requires, to rescind, modify, or terminate this opinion. In the event that 
this advisory opinion is modified or terminated, the OIG will not proceed against [name 
redaeted] with respeet to any action that is part of the Arrangement taken in good faith 
reliance upon this advisory opinion, where all of the relevant facts were fully, completely, 
and aeeurately presented and where such action was promptly discontinued upon 
notification of the modification or termination of this advisory opinion. An advisory 
opinion may be rescinded only if the relevant and material facts have not been fully, 
completely, and accurately disclosed to the OIG. 


Sincerely, 

/Gregory E. Demske/ 

Gregory E. Demske 

Chief Counsel to the Inspector General 
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[We redact certain identifying information and certain potentially privileged, 
confidential, or proprietaiy information associated with the individual or entity, unless 
otherwise approved by the requester.] 


Date Issued: January 11, 2001 

Date Posted: January 18, 2001 

[Names and Addresses Redacted] 

Re: OIG Advisoiy Opinion No. 01-1 

Ladies & Gentlemen: 

We are writing in response to your request for an advisory opinion concerning a proposed 
arrangement in which a hospital will share with a group of cardiac surgeons a percentage 
of the hospital’s cost savings arising from the surgeons’ implementation of a number of 
cost reduction measures in certain surgical procedures (the “Proposed Arrangemenf ’). 

The cost savings will be measured based on the surgeons’ use of specific supplies and 
medications during designated cardiac surgery procedures. You have inquired whether 
the Proposed Arrangement would constitute grounds for sanctions arising under (i) the 
civil monetary penalty for a hospital’s payment to a physician to induce reductions or 
limitations of services to Medicare or Medicaid beneficiaries under the physician’s direct 
care, section 1 128A(b)(l)-(2) of the Social Security Act (the “Act”), or (ii) the anti- 
kickback statute, section 1 128B(b) of the Act. 

In issuing this opinion, we have relied solely on the facts and information presented to us. 
We have not undertaken an independent investigation of such information. This opinion 
is limited to the facts presented. If material facts have not been disclosed or have been 
misrepresented, this opinion is without force and effect. 

Based on the information provided and the totality of the facts as described and certified 
in your request letter and supplemental submissions, we conclude that: (i) the Proposed 
Arrangement would constitute an improper payment to induce reduction or limitation of 
services pursuant to section 1 128A(b)(l)-(2) of the Act, but that the Office of Inspector 
General (“OIG”) will not impose sanctions on the requestors of this advisory opinion. 
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(names redacted] (the “Requestors”), in connection with the Proprrsed Arrangement; and 
(ii) the Proposed Arrangement would potentially generate prohibited remuneration under 
the anti-kickback statute, if the requisite intent to induce referrals were present, but that 
the OIG will not subject the Requestors to sanctions for violations of the anti-kickback 
statute under sections 1 128(bX7) or 1 128A(a)(7) of the Act in connection with the 
Prrtposed Arrangement. 

Tliis opinion may not be relied on by any persons other than the Requestors and is further 
qualified as set out in Part IV below and in 42 C.F.R. Part 1008. 

I. FAC THAI, BAC KCJROHND 

A. Parties 

The Hospital. [Name redacted] (the “Hospital”), is an acute care, not-for-profit hospital 
in [City X], [State Y], that offers a broad range of inpatient and outpatient hospital 
services, including cardiac surgery services. The Hospital is a participating provider in 
the Medicare and Medicaid programs. 

The Surgeon Group. [Name redacted] (the “Surgeon Group”), is a professional 
association composed exclusively of cardiac surgeons who are licensed in [State Y] and 
have active medical staff privileges at the Hospital. The cardiac surgeons refer patients to 
the Hospital for inpatient and outpatient hospital sers ices. The Surgeon Group is the 
dominant group of cardiac surgeons tliat practices at the Hospital.' Surgeons in the 
Surgeon Group also practice at several other hospitals in the [City X] area. 

The Program Administrator. The Hospital has engaged [name redacted] (the “Program 
Administrator”) to administer the Proposed Arrangement. The Program Administrator 
will collect data and analyze and manage the Proposed Arrangement. The Hospital will 
pay the Program Administrator a monthly fixed fee certified by the Requestors to be fair 
market value in an anns-length transaction for services to be provided by the Program 
Administrator under the Proposed Arrangement. The fee will not be tied to cost savings 
or the Surgeon Group’s compensation under the Proposed Arrangement. 


‘Surgeons in the Surgeon Group perform 85% of the Hospital’s cardiac surgery. 
Several cardiac surgeons who arc not members of the Surgeon Group have active medical 
staff privileges at the Hospital. These cardiac surgeons will not participate in the 
Proposed Arrangement; however, the Hospital expects to include them in future cost 
savings sharing arrangements on terms and conditions substantially comparable to those 
under which it offers cost savings sharing to the Surgeon Group. 
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B. The Proposed Arrangement 

Under the Proposed Arrangement, the Hospital will pay the Surgeon Group a share of the 
first year cost savings directly attributable to specific changes in the Surgeon Group’s 
operating room practices. The Program Administrator conducted a study of the historic 
practices at the Hospital’s cardiac surgery department and identified nineteen specific 
cost-savings opportunities. The results of the Program Administrator’s study of the 
Surgeon Group and the specific cost-savings opportunities are summarized in a “Practice 
Patterns Report”.^ The Hospital and the Surgeon Group have reviewed the Practice 
Patterns Report for medical appropriateness and each has adopted its recommendations 
and conclusions. 

In general, the Practice Patterns Report recommends that the Surgeon Group change its 
current operating room practices to curb the inappropriate use or waste of medical 
supplies. The nineteen specific recommendations can be roughly grouped into three 
categories. The first category consists of fourteen recommendations that involve opening 
packaged items only as needed during a procedure. Most of these “open as needed” items 
are surgical tray or comparable supplies. These items will be readily available, albeit 
unopened, in the operating room. One “open as needed” recommendation involves not 
opening disposable components of the cell saver unit until a patient experiences excessive 
bleeding. The Requestors have certified that the resulting delay in cell saver readiness 
should not exceed two to five minutes and will not adversely affect patient care. The 
second category, involving four recommendations, consists of the substitution, in whole 
or in part, of less costly items for the items currently being used by the surgeons. The 
final category consists of a recommendation to limit use of Aprotinin - a medication 
currently given to many surgical patients pre-operatively to prevent hemorrhaging - to 
patients that are at higher risk of perioperative hemorrhage as indicated by objective 
clinical standards. 

The Proposed Arrangement contains several safeguards intended to protect against 
inappropriate reductions in services. With respect to the cell saver and the substitution 
recommendations, the Proposed Arrangement would utilize objective historical and 
clinical measures reasonably related to the practices and the patient population at the 
Hospital to establish a “floor” below which no savings would accrue to the Surgeon 
Group. For example, the cell saver is currently used in approximately [A]% of the 
cardiac procedures specified under the Proposed Arrangement. Accordingly, the Siugeon 
Group will receive no share of any savings resulting from any reductions in cell saver use 


^The Practice Patterns Report for the Surgeon Group, dated April 4, 2000, is 
attached to this advisory opinion as Appendix A . 
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for cases below the [A]% floor. Similarly, for each of the proposed substitution 
recommendations, the Program Administrator has identified historic patterns of use at the 
Hospital or at hospitals with comparable practices and patient populations and has 
established thresholds below which no cost savings will be credited. For example, the 
Practice Patterns Report indicates that certain less expensive forms of sutures could be 
used in [B]% of the cases without having an adverse impact on patient care.^ 

Accordingly, any savings from using less expensive sutures in more than [B]% of the 
cases will not be credited to the Surgeon Group. 

With respect to Aprotinin, the Proposed Arrangement uses specific, objective, generally- 
accepted clinical indicators reasonably related to the practices of the Hospital and its 
patient population to determine medical appropriateness.*^ Currently, approximately [C]% 
of patients to whom Aprotinin is administered by the Surgeon Group at the Hospital meet 
these objective clinical indicators. Under the Proposed Arrangement, savings from 
reduced use of Aprotinin will not be credited to the Surgeon Group if the savings result 
from utilization of Aprotinin in less than [C]% of cases or if the savings result from 
failure to use Aprotinin in a case that meets the clinical indicators. All surgical cases - 
including cases in which Aprotinin is not administered - will be reviewed by the 
Program Administrator to determine if the surgeons followed the objective clinical 
indicators for determining whether Aprotinin was used appropriately. 

According to the Program Administrator, if implemented in accordance with the Practice 
Patterns Report’s specifications, the nineteen recommendations would present substantial 
cost savings opportunities for the Hospital without adversely impacting the quality of 
patient care. Seventy-five percent of the potential cost savings would come from the 
proposed reduction in routine use of Aprotinin and another ten percent fi-om the proposed 
delay in setting up the cell saver. 

The Hospital will pay the Surgeon Group 50% of the cost savings achieved by 
implementing the nineteen recommendations in the Practice Patterns Report for a period 
of one year. At the end of the year, cost savings will be calculated separately for each of 
the nineteen recommendations; this will preclude shifting of cost savings and ensiue that 
savings generated by utilization below the set targets will not be credited to the Surgeon 


^We note that the Practice Patterns Report identifies with specificity the kinds of 
sutures at issue. 

■^The objective clinical indicators used in the Proposed Arrangement to determine 
when Aprotinin is administered appropriately are cited in medical literatiu'e. Lemmer et 
al., ATS 62: 1659-68 (1996). 
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Group. This payment will constitute the entire compensation paid to the Surgeon Group 
for services performed under the contract memorializing the Proposed Arrangement 
between the Surgeon Group and the Hospital. The payment to the Surgeon Group will be 
calculated by subtracting the actual costs incurred for the items specified in the nineteen 
recommendations when used by surgeons in the Surgeon Group during the specified 
surgical procedures (the “current year costs’’^) from the historic costs for the same items 
when used during comparable surgical procedures in the base year (the “base year 
costs’’^). The current year costs will be adjusted to account for any inappropriate 
reductions in use of items below the targets set in the Practice Patterns Report. The 
Surgeon Group will be paid 50% of the difference between the adjusted current year costs 
and base year costs, if any. 

The Hospital will make an aggregate payment to the Surgeon Group, which distributes its 
profits to each of its members on a per capita basis. Payments to the Surgeon Group will 
also be subject to the following limitations: 

• If the volume of procedures payable by a Federal health care program in the 
current year exceeds the volume of like procedures payable by a Federal 
health care program performed in the base year, there will be no sharing of 
cost savings for the additional procedures. 

• To minimize the surgeons’ financial incentive to steer more costly patients 
to other hospitals, the case severity, ages, and payors of the patient 
population treated under the Proposed Arrangement will be monitored by a 
committee composed of representatives of the Requestors, using generally- 
accepted standards. If there are significant changes from historical 
measures, the surgeon at issue will be terminated from participation in the 
Proposed Arrangement. 

• The aggregate payment to the Surgeon Group will not exceed 50% of the 


^The current year will be the twelve month term of the contract for which the 
Surgeon Group will be compensated under the Proposed Arrangement. 

®The “base year” will be the twelve months preceding the effective date of the 
contract. For purposes of this opinion, the Proposed Arrangement is limited to the one 
year term of the contract; accordingly, this opinion is without force and effect with 
respect to any future renewal or extension of the Proposed Arrangement. 
Notwithstanding, we note that any renewal or extension of the Proposed Arrangement 
should incorporate updated base year costs. 
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projected cost savings identified in tlie Practice Patterns Report. 

TTic Requestors have certified that this payment methodology will generate payments to 
the Surgeon Group that will be consistent with fair market value for services rendered to 
the Hospital in anns-length transactions. 

The Hospital and the Surgeon Group will document the activities and the payment 
methodology under the Proposed Arrangement and will make the documentation 
available to the Secretary of the U.S. Dqrartmcnt of Health and Human Services (the 
"Department"), upon request. In addition, the Hospital and the Surgeon Group will 
disclose the Proposed Arrangement to the patient, including the fact that the Surgeon 
Group’s compensation is based on a percentage of the Hospital’s cost savings. The 
disclosure will be made to the patient before the patient is admitted to the Hospital for a 
procedure covered by the Proposed Arrangement; if pre-admission disclosure is 
impracticable (e.g., the patient is admitted for an unscheduled procedure or the need for 
the procedure is determined after admission), the disclosure will be made before the 
patient consents to the surgery. The disclosures will be in writing, and patients will have 
an opportunity, if desired, to review details of the Proposed Arrangement, including the 
specific cost savings measures applicable to the patient’s surgery. 

II. I.KGAI, ANALYSIS 

Arrangements like the Proposed Arrangement are designed to align incentives by offering 
physicians a portion of a hospital's cost savings in exchange for implementing cost sating 
strategies. Under the current reimbursement system, the burden of these costs falls on 
hospitals, not physicians. Payments based on cost savings to physicians may be intended 
to motivate them to reduce hospital costs associated with procedures perfonned by 
physicians at the hospitals. 

Properly structured, cost sharing arrangements can serve legitimate business and medical 
purposes. Specifically, properly structured arrangements may increase efficiency and 
reduce waste, thereby potentially inereasing a hospital’s profitability. However, such 
arrangements can potentially influence physician judgment to the detriment of patient 
care. Our concerns include, but are not limited to, the following: (i) stinting on patient 
care; (ii) “cherry picking” healthy patients and steering sicker (and more costly) patients 
to hospitals that do not offer such arrangements; (iii) payments in exchange for patient 
referrals; and (iv) unfair competition (a “race to the bottom”) among hospitals olTering 
cost sharing programs to foster physician loyalty and to attract more referrals. 

Hospital cost savings programs in general, and the Proposed Arrangement in particular, 
may implicate at least three legal authorities; (i) the civil monetary penalty for reductions 
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or limitations of direct patient care sers ices provided to Federal health care program 
beneficiaries, section 1 128A(b)(l)-(2) of the Act; (ii) the anti-kickback stamte, section 
1 128B(b) of the Act; and (iii) the physician self-referral law, section 1877 of the Act.’ 

We address the first two of these authorities; section 1877 of the Act falls outside the 
scope of the OIG’s advisory opinion authority. We express no opinion on the application 
of section 1877 to the Proposed Arrangement. 

A. The Civil Monetary Penalty, Section 1128A(b)(l)-(2) of the Act 

Section I l28A(b)(l)-(2) of the Act establishes a civil monetary penalty (“CMP”) against 
any hospital or critical access hospital that knowingly makes a payment directly or 
indirectly to a physician (and any physician that receives such a payment) as an 
inducement to reduce or limit items or sert iccs to Medicare or Medicaid beneficiaries 
under the physician's direct care. Hospitals that make (and physicians that receive) such 
payments are liable for CMPs of up to S2,000 per patient covered by the payments 
(section 1 128A(b)(l) & (2) of the Act). There is no requirement that the prohibited 
payment be tied to a specific patient or to a reduction in medically necessary eare. The 
CMP applies only to reductions or limitations of items or services provided to Medicare 
and Medicaid fee-for-service beneficiaries.* 

The CMP prohibits payments by hospitals to physicians that may induce physicians to 
reduce or limit items or seiv'ices furnished to their Medicare and Medicaid patients. A 
threshold inquiry is whether the Proposed Arrangement will induce physicians to reduce 
or limit items or services. Given the specificity of the Proposed Arrangement, it is 
possible to review- the proposed opportunities for savings individually and evaluate their 


Tn addition, non-profit hospital arrangements raise issues of private inurement and 
private benefit under the Internal Revenue Service’s income lax regulations in connection 
with section 501(c)(3) of the Internal Revenue Code. See Rev. Rul. 69-383, 1969-2 C.B. 
113. 


‘Physician incentive arrangements related to Medicare risk-based managed care 
contracts, similar Medicaid contracts, and Medicare + Choice plans are subject to 
regulation by the Secretary pursuant to sections 1876(i)(8), 1903(m)(2)(A)(x), and 
1852(j)(4) of the Act (respectively), in lieu of being subject to sections 1 128A(b)(I) and 
(2). See OIG letter regarding hospital-physician incentive plans for Medicare and 
Medicaid beneficiaries enrolled in managed care plans (dated August 19, 1999), available 
at http://oig.hhs,gov/frdalrt/gsletter.hlm; see also 42 C.F.R. § 417.479(i); 61 Fed. Reg. 
13430, 13439 (Mar. 27, 1996); 42 C.F.R. § 434.70 (comparable regulations for physician 
incentive plans associated with Medicaid managed care organizations). 
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potential impaet on patient care. 

Having reviewed the nineteen individual recommendations, we conclude that, except for 
the unopened surgical tray items (discussed in more detail below), the recommendations 
implicate the CMP. Simply put, with respect to the recommendations regarding the 
disposable cell saver components, Aprotinin, and the substitution of less costly items, the 
Proposed Arrangement constitutes an inducement to reduce or limit the current medical 
practice at the Hospital. We recognize that the current medical practice may involve care 
that exceeds the requirements of medical necessity. However, whether the current 
medical practice reflects necessity or pmdence is irrelevant for purposes of the CMP. 

With respect to the recommendations regarding “open as needed” surgical tray items, we 
reach a different conclusion. To the extent that the sole delay in providing items or 
services is the insubstantial time it takes to open a package of supplies readily available in 
the operating room, we believe there will be no perceptible reduction or limitation in the 
provision of items or services to patients sufficient to trigger the CMP. However, this 
conclusion does not apply to the disposable cell saver components. Because the 
components must be attached to the machine and the machine must be started up, there 
will be an additional delay in the cell saver’s availability beyond merely opening the 
disposable components. Therefore, there is a greater potential for harm. Accordingly, we 
conclude that the cell saver incentive is subject to the statutory proscription of the CMP. 

In sum, while the recommendations for the “open as needed” surgical tray items do not 
mn afoul of the CMP, we find that the CMP would apply to the remaining 
recommendations involving the cell saver components, Aprotinin, and the various 
substitutions. Notwithstanding, the Proposed Arrangement has several features that, in 
combination, provide sufficient safeguards so that we would not seek sanctions against 
the Requestors under section 1 128A(b)(l) and (2) of the Act. 

First , the specific cost-saving actions and resulting savings are clearly and separately 
identified. The transparency of the Proposed Arrangement will allow for public scmtiny 
and individual physician accountability for any adverse effects of the Proposed 
Arrangement, including any difference in treatment among patients based on non-clinical 
indicators. The transparency of the incentives for specific actions and specific procedures 
will also facilitate accountability through the medical-legal professional liability system. 

Second , the Requestors have proffered eredible medical support for the position that 
implementation of the reeommendations, including the reduction in routine use of 
Aprotinin, will not adversely affeet patient care. The Proposed Arrangement will be 
periodically reviewed to eonfirm that the Proposed Arrangement is not having an adverse 
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impact on clinical care.^ 

Third s the payments under the Proposed Arrangement are based on all surgeries 
regardless of the patients’ insurance coverage, subject to the cap on payment for Federal 
health care program procedures. Moreover, the surgical procedures to which the 
Proposed Arrangement applies are not disproportionately performed on Federal health 
care program beneficiaries. Additionally, the cost savings are calculated on the 
Hospital’s actual out-of-pocket acquisition costs, not an accounting convention. 

Fourth s the Proposed Arrangement protects against inappropriate reductions in services 
by utilizing objective historical and clinical measures to establish baseline thresholds 
below which no savings accrue to the Surgeon Group. The Requestors have certified that 
these baseline measures are reasonably related to the Hospital’s or comparable hospitals’ 
practices and patient populations. These safeguards are action-specific and not simply 
based on isolated patient outcome data unrelated to the specific changes in operating 
room practices. 

Fifth , the Hospital and the Surgeon Group will provide written disclosures of their 
involvement in the Proposed Arrangement to patients whose care may be affected by the 
Proposed Arrangement and will provide patients an opportunity to review the cost savings 
recommendations prior to admission to the Hospital (or, where pre-admission consent is 
impracticable, prior to consenting to surgery). While we do not believe that, standing 
alone, such disclosures offer sufficient protection from program or patient abuse, 
effective and meaningful disclosure offers some protection against possible abuses of 
patient trust. 

Sixth , the financial incentives under the Proposed Arrangement are reasonably limited in 


®We have had the Proposed Arrangement reviewed by an independent medical 
expert, as well as a government medical expert. Both have concluded that the proposed 
cost savings measures, as described in the advisory opinion request and supplemental 
submissions, should not adversely affect patient care. For purposes of this opinion, 
however, we rely solely on the Requestors’ certifications and nothing in this advisory 
opinion should be construed as an endorsement or conclusion as to the medical propriety 
of the specific activities being undertaken as part of the Proposed Arrangement. 

’^Ordinarily, we would expect patient disclosures to be coupled with patient 
satisfaction surveys that closely monitor patient perceptions of their care. However, in 
the context of the Proposed Arrangement, which focuses on items and medications used 
in operating rooms, we believe that patient satisfaction surveys would not be effective. 
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duration and amount. 

Seventh , beeause the Surgeon Group’s profits are distributed to its members on a per 
eapita basis, any incentive for an individual surgeon to generate disproportionate cost 
savings is mitigated. 

Our decision not to impose sanctions on the Requestors in connection with the Proposed 
Arrangement is an exercise of our discretion and is consistent with our Special Advisory 
Bulletin on “Gainsharing Arrangements and CMPs for Hospital Payments to Physicians 
to Reduce or Limit Services to Beneficiaries” (July 1999) (the “Special Advisory 
Bulletin”). We reiterate that the CMP applies to any payment by a hospital to a physician 
that is intended to induce the reduction or limitation of items or services to Medicare or 
Medicaid patients under the physician’s direct clinical care. The Proposed Arrangement 
is markedly different from many “gainsharing” plans, particularly those that purport to 
pay physicians a percentage of generalized cost savings not tied to specific, identifiable 
cost-lowering activities. Importantly, the Proposed Arrangement sets out the specific 
actions to be taken and ties the remuneration to the actual, verifiable cost savings 
attributable to those actions. This transparency allows an assessment of the likely effect 
of the Proposed Arrangement on quality of care and ensures that the identified actions 
will be the cause of the savings. 

By contrast, many gainsharing plans contain features that heighten the risk that payments 
will lead to inappropriate reductions or limitations of services. These features include, 
but are not limited to, the following: 

• There is no demonstrable direct connection between individual actions and 
any reduction in the hospital’s out-of-pocket costs (and any corresponding 
“gainsharing” payment). 

• The individual actions that would give rise to the savings are not identified 
with specificity. 

• There are insufficient safeguards against the risk that the other, unidentified 
actions, such as premature hospital discharges, might actually account for 
any “savings.” 

• The quality of care indicators are of questionable validity and statistieal 
significance. 

• There is no independent verification of cost savings, quality of care 
indicators, or other essential aspects of the arrangement. 
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Simply put, many “gainsharing" plans present substantial risks for both patient and 
program abuse - risks that are not present in the Proposed Arrangement. Given tlie 
limited duration and scope of the Proposed Arrangement, the safeguards provide 
sufficient protections against patient and program abuse. Other arrangements, including 
those that are longer in duration or more expansive in scope than the Proposed 
Arrangement, are likely to require additional or different safeguards. 

B. The Anti-Kickback Statute 

Tlie anti-kickback statute makes it a criminal offense knowingly and willfully to offer, 
pay, solicit, or receive any remuneration to induce referrals of items or sendees 
reimbursable by any Federal health care program. See section 1 128B(b) of the Act. 
Specifically, the statute provides that: 

Whoever knowingly and willfully offers or pays [or solicits or receives] any 
remuneration (including any kickback, bribe, or rebate) directly or 
indirectly, overtly or covertly, in cash or in kind to any person to induce 
such person ~ to refer an individual to a person for the furnishing or 
arranging for the furnishing of any item or sersice for which payment may 
be made in whole or in part under a Federal health eare program, or to 
purehasc, lease, order, or arrange for or reeommend purehasing, leasing, or 
ordering any good, facility, service, or item for which payment may be 
made in whole or in part under a Federal health care program, shall be 
guilty of a felony. 

Id. Thus, where remuneration is paid purposefully to induce referrals of items or seiv'ices 
for which payment may be made by a Federal health care program, the anti-kickback 
statute is violated. By its temis, the statute ascribes criminal liability to parties on both 
sides of an impcnnissible “kickback" transaction. For purposes of the anti-kickback 
statute, “remuneration” includes the transfer of anything of value, in cash or in-kind, 
directly or indirectly, covertly or overtly. 

The statute has been interpreted to cover any arrangement where one purpose of the 
remuneration was to obtain money for the referral of services or to induce further 
referrals. United States v. Kats . 871 F.2d 105 (9th Cir. 1989); United Stales v. Greber . 
760 F.2d 68 (3d Cir.), cert, denied . 474 U.S. 988 (1985). Violation of the statute 
constitutes a felony punishable by a maximum fine of $25,000, imprisonment up to five 
years, or both. Conviction will also lead to automatic exclusion from Federal health care 
programs, including Medicare and Medicaid. The OIG may also initiate administfative 
proceedings to exclude persons from Federal and State health care programs or to impose 
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civil monetary penalties for fraud, kickbacks, and other prohibited activities imder 
sections 1 128(b)(7) and 1 128A(a)(7) of the Act." 

The Department of Health and Human Services has promulgated safe harbor regulations 
that define practices that are not subject to the anti-kickback statute because such 
practices would be unlikely to result in fraud or abuse. See 42 C.F.R. § 1001.952. The 
safe harbors set forth specific conditions that, if met, assure entities involved of not being 
prosecuted or sanctioned for the arrangement qualifying for the safe harbor. However, 
safe harbor protection is afforded only to those arrangements that precisely meet all of the 
conditions set forth in the safe harbor. The regulatory safe harbor potentially applicable 
to the Proposed Arrangement is the personal services and management contracts safe 
harbor, 42 C.F.R. § 1001.952(d). In relevant part for purposes of this advisory opinion, 
the personal services safe harbor requires that the aggregate compensation paid for the 
services be set in advance and consistent with fair market value in an arms-length 
transactions, 42 C.F.R. § 1001 .952(d)(5). The Proposed Arrangement would not fit in the 
safe harbor because the Surgeon Group will be paid on a percentage basis, and thus the 
compensation would not be set in advance. However, the absence of safe harbor 
protection is not fatal. Instead, the Proposed Arrangement must be subject to case-by- 
case evaluation. 

Like any compensation arrangement between a hospital and a physician who admits or 
refers patients to such hospital, we are concerned that the Proposed Arrangement could 
be used to disguise remuneration from the Hospital to reward or induce referrals by the 
Surgeon Group. Specifically, the Proposed Arrangement could encourage the surgeons to 
admit Federal health care program patients to the Hospital, since the surgeons would 
receive not only their Medicare Part B professional fee, but also, indirectly, a share of the 
Hospital’s payment, depending on cost savings. In other words, the more procedures a 
surgeon performs at the Hospital, the more money he or she is likely to receive under the 
Proposed Arrangement. 

While we believe the Proposed Arrangement could result in illegal remuneration if the 
requisite intent to induce referrals were present, we would not impose sanctions in the 
particular circumstances presented here. First, the circumstances and safeguards of the 
Proposed Arrangement reduce the likelihood that the arrangement will be used to attract 
referring physicians or to increase referrals from existing physicians. Specifically, 
participation in the Proposed Arrangement will be limited to siu'geons already on the 


"Because both the criminal and administrative sanctions related to the anti- 
kickback implications of the Arrangement are based on violations of the anti-kickback 
statute, the analysis for purposes of this advisory opinion is the same under both. 
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medical staff, thus limiting the Proposed Arrangement’s effectiveness in attracting other 
surgeons. Only surgeons in the Surgeon Group will participate; however, based on the 
Requestors’ certifications, we expect that if the Proposed Arrangement is renewed or 
continued beyond the one year term, the Hospital and the Program Administrator will 
offer a substantially comparable cost savings program to other cardiac surgeons on the 
medical staff. In addition, the potential savings derived from procedures for Federal 
health care program beneficiaries will be capped based on the prior year’s admissions of 
Federal health care program beneficiaries. Finally, the contract term will be limited to 
one year, reducing any incentive to switch facilities, and admissions will be monitored for 
changes in severity, age, or payer. Thus, while the incentive to refer will not necessarily 
be eliminated, it will be substantially reduced. 

Second , the structure of the Proposed Arrangement eliminates the risk that the Proposed 
Arrangement will be used to reward cardiologists or other physicians who refer patients 
to the Surgeon Group or its surgeons. The Surgeon Group is the sole participant in the 
Proposed Arrangement and is composed entirely of cardiac surgeons; no cardiologists or 
other physicians are members of the Surgeon Group or share in its profit distributions. 
Within the Surgeon Group, profits are distributed to its members on a per capita basis, 
mitigating any incentive for an individual surgeon to generate disproportionate cost 
savings. 

Third , the Proposed Arrangement sets out with specificity the particular actions that will 
generate the cost savings on which the payments are based. While many of the 
recommendations in the Practice Patterns Report are simple common sense, they do 
represent a change in operating room practice for which the surgeon is responsible and 
will have liability exposure. While most of the recommendations would appear to present 
minimal risk, the preparation of the cell saver and the administration of Aprotinin both 
carry some increased liability risk for the physicians. It is not unreasonable for the 
surgeon to receive compensation for the increased risk from the proposed change in 
practice. Moreover, the payments will represent a portion of one year’s worth of cost 
savings and will be limited in amount (i.e., the aggregate cap), duration (i.e., the limited 
contract term), and scope (i.e., the total savings that can be achieved from the 
implementation of any one recommendation are limited by appropriate utilization levels). 
While we are precluded from opining on whether a payment is fair market value, the 
payments under the Proposed Arrangement do not appear unreasonable, given, among 
other things, the nature of the nineteen recommended actions, the specificity of the 
payment formula, and the cap on total remuneration to the Surgeon Group. We caution 


’^We are precluded by statute from opining on whether fair market value shall be 
or was paid for goods, services, or property. See 42 U.S.C. § 1320a-7d(b)(3)(A). 
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that payments of 50% of eost savings in other arrangements, including multi-year 
arrangements or arrangements with generalized cost savings formulae, could well lead to 
a different result. 

In light of these circumstances and safeguards, the Proposed Arrangement poses a low 
risk of fraud or abuse under the anti-kickback statute. 

III. CONCLUSION 

Notwithstanding the foregoing, we reiterate our concerns regarding many arrangements 
between hospitals and physicians to share cost savings. Improperly designed or 
implemented arrangements risk adversely affecting patient care and could be vehicles to 
disguise payments for referrals. For example, an arrangement that cannot be adequately 
and accurately measured for quality of care would pose a high risk of fraud or abuse, as 
would one that rewards physicians based on overall cost savings without accountability 
for specific cost reduction measures. Moreover, arrangements structured so as to pose a 
heightened potential for patient steering and unfair competition would be considered 
suspect. In short, this opinion is predicated on the specific arrangement 
posed by the Requestors and is limited to that specific arrangement. Other apparently 
similar arrangements could raise different concerns and lead to a different result. 

Based on the information provided, we conclude: (i) the Proposed Arrangement would 
constitute an improper payment to induce reduction or limitation of services pursuant to 
section 1 128A(b)(l)-(2) of the Act, but that the OIG will not impose sanctions under 
section 1128A(b)(l)-(2) on the Requestors in connection with the Proposed Arrangement; 
and (ii) the Proposed Arrangement would potentially generate prohibited remuneration 
under the anti-kickback statute, if the requisite intent to induce referrals were present, but 
that, based on the totality of the facts present in the Proposed Arrangement as described 
and certified in the request letter and supplemental submissions, the OIG will not subject 
the Requestors to sanctions for violations of the anti-kickback statute under sections 
1 128(b)(7) or 1 128A(a)(7) of the Act. 
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IV. LIMITATIONS 

The limitations applieable to this opinion include the following; 

• This advisory opinion is issued only to [names redacted], the requestors of 
this opinion. This advisory opinion has no application to, and cannot be 
relied upon by, any other individual or entity. 

• This advisory opinion may not be introduced into evidence in any matter 
involving an entity or individual that is not a requestor to this opinion. 

• This advisory opinion is applicable only to the statutory provisions 
specifically noted above in the first paragraph of this opinion. No opinion 
is herein expressed or implied with respect to the application of any other 
Federal, state, or local statute, rule, regulation, ordinance, or other law that 
may be applicable to the Proposed Arrangement. 

• This advisory opinion will not bind or obligate any agency other than the 
U.S. Department of Health and Human Services. 

• This advisory opinion is limited in scope to the specific arrangement 
described in this letter and has no applicability to other arrangements, even 
those that appear similar in nature or scope. 

• No opinion is expressed herein regarding the liability of any party under the 
False Claims Act or other legal authorities for any improper billing, claims 
submission, cost reporting, or related conduct. 

This opinion is also subject to any additional limitations set forth at 42 C.F.R. Part 1008. 

The OIG will not proceed against the Requestors with respect to any action that is part of 
the Proposed Arrangement taken in good faith reliance upon this advisory opinion as long 
as all of the material facts have been fully, completely, and accurately presented, and the 
Proposed Arrangement in practiee comports with the information provided. The OIG 
reserves the right to reconsider the questions and issues raised in this advisory opinion 
and, where the public interest requires, rescind, modify, or terminate this opinion. In the 
event that this advisory opinion is modified or terminated, the OIG will not proceed 
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against the Requestors with respect to any action taken in good faith reliance upon this 
advisory opinion, where all of the relevant facts were fully, completely, and accurately 
presented, and where such action was promptly discontinued upon notification of the 
modification or termination of this advisory opinion. An advisory opinion may be 
rescinded only if the relevant and material facts have not been fully, completely, and 
accurately disclosed to the OIG. 


Sincerely, 

/s/ 

D. McCarty Thornton 

Chief Counsel to the Inspector General 


[Appendix A redacted] 
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DEPARTMENT OE HEALTH AND HI MAN SER\ ICES omcf of Inspecior Oner.! 


WashiDgtoD, D.C. 20201 


[lie redact certain identifying information and certain potentially privileged, 
confidential, or proprietary information associated with the individual or entity’, unless 
otherwise approved by the requestors.] 


Issued: January 28, 2005 

Posted: February 4, 2005 

[names and addresses redacted] 

Rc: OIG Advisors- Opinion No. 05-01 

Ladies and Gentlemen: 

We are writing in response to your request for an advisory opinion concerning a proposed 
arrangement in w hich a hospital w'ill share with a group of cardiac surgeons a percentage 
of the hospital's cost savings arising from the surgeons" implementation of a number of 
cost reduction measures in certain surgical procedures (the “Proposed Arrangement"). 

The cost savings w ill be measured based on the surgeons" use of specific supplies during 
designated cardiac surgery procedures. You have inquired whether the Proposed 
Arrangement would constitute grounds for sanctions arising under: (i) the civil monetary 
penalty for a hospitaPs payment to a physician to induce reductions or limitations of 
services to Medicare or Medicaid beneHciaries under the physician"s direct care, sections 
1 128A(bXlH2) of the Social Security Act (the “Act”); or (ii) the exclusion authority at 
section 1 128(b)(7) of the Act or the civil monetary penalty provision at section 
1 128A(a)(7) of the Act, as those sections relate to the commission of acts described in 
section 1 128B(b) of the Act, the anti-kickback statute. 

You have certified that all of the information provided in your request, including all 
supplementary letters, is true and correct and constitutes a complete description of the 
relevant facts and agreements among the parties. 

In issuing this opinion, we have relied solely on the facts and information presented to us. 
We have not undertaken an independent investigation of such information. This opinion 
is limited to the facts presented. If material facts have not been disclosed or have been 
misrepresented, this opinion is without force and effect. 
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Based on the information provided and the totality of the facts as described and certified 
in your request for an advisory opinion and supplemental submissions, we conclude that; 
(i) the Proposed Arrangement would constitute an improper payment to induce reduction 
or limitation of services pursuant to sections 1 128A(b)(l)-(2) of the Act, but that the 
Office of Inspector General (“OIG”) would not impose sanctions on the requestors of this 
advisory opinion, [names redacted] (the “Requestors”), in connection with the Proposed 
Arrangement; and (ii) the Proposed Arrangement would potentially generate prohibited 
remuneration under the anti-kickback statute, if the requisite intent to induce or reward 
referrals of Federal health care program business were present, but that the OIG would 
not impose administrative sanctions on the Requestors under sections 1 128(b)(7) or 
1 128A(a)(7) of the Act (as those sections relate to the commission of acts described in 
section 1 128B(b) of the Act) in connection with the Proposed Arrangement. 

This opinion may not be relied on by any persons other than the Requestors and is further 
qualified as set out in Part IV below and in 42 C.F.R. Part 1008. 

I. FACTUAL BACKGROUND 

A. Parties 

The Hospital. [Name redacted] (the “Hospital”) is an acute care hospital in [city and state 
redacted], that offers a broad range of inpatient and outpatient hospital services, including 
cardiac surgery services. The Hospital is a participating provider in the Medicare and 
Medicaid programs. 

The Surgeon Group. [Name redacted] (the “Surgeon Group”) is a professional 
association composed exclusively of cardiac surgeons who are licensed in [state redacted] 
and have active medical staff privileges at the Hospital. The cardiac surgeons refer 
patients to the Hospital for inpatient and outpatient hospital services. The Surgeon Group 
is the only group of cardiac surgeons that practices at the Hospital.' 

The Program Administrator. The Hospital has engaged [name redacted] (the “Program 
Administrator”) to administer the Proposed Arrangement. The Program Administrator 
will collect data and analyze and manage the Proposed Arrangement.^ The Hospital will 
pay the Program Administrator a monthly fixed fee certified by the Requestors to be fair 
market value in an arm’s-length transaction for services to be provided by the Program 
Administrator under the Proposed Arrangement. The fee will not be tied in any way to 
cost savings or the Surgeon Group’s compensation under the Proposed Arrangement. 


'Surgeons in the Surgeon Group also practice at two other hospitals in the region. 

^The Program Administrator has developed software products that measure cost, 
quality, and utilization on a national basis. The products are certified by both the 
American College of Cardiology and the Society of Thoracic Surgery. 
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B. The Proposed Arrangement 

Under the Proposed Arrangement, the Hospital will pay the Surgeon Group a share of the 
first year cost savings directly attributable to specific changes in the Surgeon Group’s 
operating room practices. The Program Administrator conducted a study of the historic 
practices at the Hospital’s cardiac surgery department and identified twenty-four specific 
cost-savings opportunities. The results of the Program Administrator’s study of the 
Surgeon Group and the specific cost-savings opportunities are summarized in a “Practice 
Patterns Report.”^ The Hospital and the Surgeon Group have reviewed the Practice 
Patterns Report for medical appropriateness and each has adopted its recommendations 
and conclusions. 

In general, the Practice Patterns Report recommends that the Surgeon Group change its 
current operating room practices to curb the inappropriate use or waste of medical 
supplies. The Practice Patterns Report identifies twenty-four specific recommendations 
that can be roughly grouped into the following four categories. 

The first category consists of eleven recommendations that involve opening packaged 
items only as needed during a procedure. Most of these “open as needed” items are 
surgical tray or comparable supplies. These items will be readily available, albeit 
unopened, in the operating room. One “open as needed” recommendation involves not 
opening disposable components of the cell saver unit until a patient experiences excessive 
bleeding. The Requestors have certified that the resulting delay in cell saver readiness 
should not exceed two to five minutes and will not adversely affect patient care. 

The second category is similar and involves performing blood cross-matching only as 
needed. The Requestors have certified that all patients would be typed and screened prior 
to the procedure, with a cross-match being performed only when a patient requires a 
transfusion. The Hospital does not outsource its blood supply. The Requestors have 
certified that the resulting delay in blood readiness should be minimal when a cross match 
is necessary and that the delay will not adversely affect patient care. 

The third category, involving seven recommendations, consists of the substitution, in 
whole or in part, of less costly items for the items currently being used by the surgeons. 

The final category, involving five recommendations, consists of product standardization 
of certain cardiac devices where medically appropriate. For this category, the Surgeon 
Group would be required to work in conjunction with the Hospital to evaluate and 


Hhe Practice Patterns Report for the Surgeon Group, dated October 2004, is 
attached to this advisory opinion as Appendix A . This opinion is based on the specific 
cost savings recommendations and associated facts (e.g ., specific floors set for each 
recommendation) set forth in the Practice Patterns Report as appropriate for the 
Requestors. Similar cost savings recommendations involving different facts could 
produce a different result. 
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clinically review vendors and products.'* The Surgeon Group would agree to use the 
selected products where medically appropriate, which may require additional training or 
changes in clinical practice. 

The Proposed Arrangement contains several safeguards intended to protect against 
inappropriate reductions in services. With respect to the cell saver, blood cross-matching, 
and the substitution recommendations, the Proposed Arrangement would utilize objective 
historical and clinical measures reasonably related to the practices and the patient 
population at the Hospital to establish a “floor” beyond which no savings would accrue to 
the Surgeon Group. For example, the cell saver is currently set-up for 100% of the cases, 
but is only utilized in approximately 30% of the cardiac procedures specified under the 
Proposed Arrangement. Accordingly, the Surgeon Group will receive no share of any 
savings resulting from any reductions in cell saver use for cases beyond the 30% floor. 
Similarly, blood cross-matching is currently performed for 100% of the cases, with less 
than 30% of the cases actually resulting in a transfusion. Thus, the Surgeon Group will 
receive no share of any savings resulting from the reduction of blood cross-matching 
beyond the 30% floor. For each of the proposed substitution recommendations, the 
Program Administrator has identified historic patterns of use at the Hospital or at 
hospitals with comparable practices and patient populations and has established 
thresholds beyond which no cost savings will be credited. For example, the Practice 
Patterns Report indicates that certain less expensive catheters could be used in 90% of the 
cases without having an adverse impact on patient care.^ Accordingly, any savings from 
using less expensive catheters in more than 90% of the cases will not be credited to the 
Surgeon Group. 

Importantly, with respect to the product standardization recommendations, the Requestors 
have certified that the individual surgeons will make a patient-by-patient determination of 
the most appropriate cardiac device and the availability of the full range of cardiac 
devices will not be compromised by the product standardization. The Requestors have 
further certified that individual physicians will still have available the same selection of 
devices after implementation of the Proposed Arrangement as before and that the 
economies gained through the Proposed Arrangement will result from inherent clinical 
and fiscal value and not from restricting the availability of devices. 

According to the Program Administrator, if implemented in accordance with the Practice 
Patterns Report’s specifications, the twenty-four recommendations would present 
substantial cost savings opportunities for the Hospital without adversely impacting the 
quality of patient care. 

The Hospital will pay the Surgeon Group 50% of the cost savings achieved by 


'‘We note that the Practice Patterns Report identifies with specificity the vendors 
and products at issue. 

^We note that the Practice Patterns Report identifies with specificity the catheters 
at issue. 
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implementing the twenty-four recommendations in the Practice Patterns Report for a 
period of one year. At the end of the year, cost savings will be calculated separately for 
each of the twenty-four recommendations; this will preclude shifting of cost savings and 
ensure that savings generated by utilization beyond the set targets, as applicable, will not 
be credited to the Surgeon Group. This payment will constitute the entire compensation 
paid to the Surgeon Group for services performed under the contract memorializing the 
Proposed Arrangement between the Surgeon Group and the Hospital. For purposes of 
calculating the payment to the Surgeon Group, the cost savings will be calculated by 
subtracting the actual costs incurred for the items specified in the twenty-four 
recommendations when used by surgeons in the Surgeon Group during the specified 
surgical procedures (the “current year costs”®) from the historic costs for the same items 
when used during comparable surgical procedures in the base year (the “base year 
costs”’). The current year costs will be adjusted to account for any inappropriate 
reductions in use of items beyond the targets set in the Practice Patterns Report. The 
payment to the Surgeon Group will be 50% of the difference between the adjusted current 
year costs and base year costs, if any. 

The Hospital will make an aggregate payment to the Surgeon Group, which distributes its 
profits to each of its members on a per capita basis. Payments to the Surgeon Group will 
also be subject to the following limitations: 

• If the volume of procedures payable by a Federal health care program in the 
current year exceeds the volume of like procedures payable by a Federal 
health care program performed in the base year, there will be no sharing of 
cost savings for the additional procedures. 

• To minimize the surgeons’ financial incentive to steer more costly patients 
to other hospitals, the case severity, ages, and payors of the patient 
population treated under the Proposed Arrangement will be monitored by a 
committee composed of representatives of the Requestors, using generally- 
accepted standards. If there are significant changes from historical 
measures, the surgeon at issue will be terminated from participation in the 
Proposed Arrangement. 

• The aggregate payment to the Surgeon Group will not exceed 50% of the 
projected cost savings identified in the Practice Patterns Report. 


^The current year will be the twelve-month term of the contract for which the 
Surgeon Group will be compensated under the Proposed Arrangement. 

^The “base year” will be the twelve months preceding the effective date of the 
contract. For purposes of this opinion, the Proposed Arrangement is limited to the one- 
year term of the contract; accordingly, this opinion is without force and effect with 
respect to any future renewal or extension of the Proposed Arrangement. 
Notwithstanding, we note that any renewal or extension of the Proposed Arrangement 
should incorporate updated base year costs. 
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The Hospital and the Surgeon Group will document the activities and the payment 
methodology under the Proposed Arrangement and will make the documentation 
available to the Secretary of the United States Department of Health and Human Services, 
upon request. In addition, the Hospital and the Surgeon Group will disclose the Proposed 
Arrangement to the patient, including the fact that the Surgeon Group *s compensation is 
based on a percentage of the Hospital's cost savings. The disclosure will be made to the 
patient before the patient is admitted to the Hospital for a procedure covered by the 
Proposed Arrangement; if pre-admission disclosure is impracticable (e.g., the patient is 
admitted for an unscheduled procedure or the need for the procedure is determined after 
admission), the disclosure will be made before the patient consents to the surgery. The 
disclosures will be in w riting, and patients will have an opportunity, if desired, to review' 
details of the Proposed Arrangement, including the specific cost savings measures 
applicable to the patient's surgery. 

II. LEGAL ANALYSIS 

Arrangements like the Proposed Arrangement are designed to align incentives by offering 
physicians a portion of a hospital's cost savings in exchange for implementing cost saving 
strategies. Under the current reimbursement system, the burden of these costs falls on 
hospitals, not physicians. Payments to physicians based on cost savings may be intended 
to motivate them to reduce hospital costs associated with procedures performed by 
physicians at the hospitals. 

Properly structured, arrangements that share cost savings can seiA'e legitimate business 
and medical purposes. Specifically, properly structured arrangements may increase 
efficiency and reduce waste, thereby potentially increasing a hospital's profitability. 
However, such arrangements can potentially influence physician judgment to the 
detriment of patient care. Our concerns include, but are not limited to, the following: 

(i) stinting on patient care; (ii) "cherry picking" healthy patients and steering sicker (and 
more costly) patients to hospitals that do not offer such arrangements; (iii) payments in 
exchange for patient referrals; and (iv) unfair competition (a "race to the bottom") among 
hospitals offering cost savings programs to foster physician loyalty and to attract more 
referrals. 

Hospital cost savings programs in general, and the Proposed Arrangement in particular, 
may implicate at least three Federal legal authorities; (i) the civil monetary penalty for 
reductions or limitations of direct patient care serv ices provided to Federal health care 
program beneficiaries, sections 1 128A(bXl)*(2) of the Act; (ii) the anti-kickback statute, 
section 1 128B(b) of the Act; and (iii) the physician self-referral law, section 1 877 of the 
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Act.® We address the first two of these authorities; section 1877 of the Act falls outside 
the scope of the OIG’s advisory opinion authority. We express no opinion on the 
application of section 1877 of the Act to the Proposed Arrangement. 

A. The Civil Monetaiy Penalty, Section 1128A(b)(l)-(2) of the Act 

Sections 1 128A(b)(l)-(2) of the Act establish a civil monetary penalty (“CMP”) against 
any hospital or critical access hospital that knowingly makes a payment directly or 
indirectly to a physician (and any physician that receives such a payment) as an 
inducement to reduce or limit items or services to Medicare or Medicaid beneficiaries 
under the physician’s direct care. Hospitals that make (and physicians that receive) such 
payments are liable for CMPs of up to $2,000 per patient covered by the payments. See 
id. There is no requirement that the prohibited payment be tied to a specific patient or to 
a reduction in medically necessary care. The CMP applies only to reductions or 
limitations of items or services provided to Medicare and Medicaid fee-for-service 
beneficiaries.® 

The CMP prohibits payments by hospitals to physicians that may induce physicians to 
reduce or limit items or services furnished to their Medicare and Medicaid patients. A 
threshold inquiry is whether the Proposed Arrangement will induce physicians to reduce 
or limit items or services. Given the specificity of the Proposed Arrangement, it is 
possible to review the proposed opportunities for savings individually and evaluate their 
potential impact on patient care. 

Having reviewed the twenty-four individual recommendations, we conclude that, except 
for the unopened surgical tray items (discussed in more detail below), the 
recommendations implicate the CMP. Simply put, with respect to the recommendations 
regarding the disposable cell saver components, the blood cross-matching, the 
substitution of less costly items, and the standardization of devices, the Proposed 
Arrangement constitutes an inducement to reduce or limit the current medical practice at 


®In addition, nonprofit hospital arrangements raise issues of private inurement and 
private benefit under the Internal Revenue Service’s income tax regulations in connection 
with section 501(c)(3) of the Internal Revenue Code. See Rev. Rul. 69-383, 1969-2 C.B. 
113. We express no opinion on the application of the Internal Revenue Code to the 
Proposed Arrangement. 

^Physician incentive arrangements related to Medicare risk-based managed care 
contracts, similar Medicaid contracts, and Medicare Advantage plans (formerly Medicare 
+ Choice) are subject to regulation by the Secretary pursuant to sections 1876(i)(8), 
1903(m)(2)(A)(x), and 1852(j)(4) of the Act (respectively), in lieu of being subject to 
sections 1 128A(b)(l)-(2). See OIG letter regarding hospital-physician incentive plans for 
Medicare and Medicaid beneficiaries enrolled in managed care plans (dated August 19, 
1999), available at http: big.hhs.gov fraud docs alertsandbulletins gsletter.htm. See also 
42 C.F.R. § 417.479 (Medicare HMOs or competitive medical plans); 42 C.F.R. § 
422.208 (Medicare Advantage plans); 42 C.F.R. § 438.6 (Medicaid risk plans). 
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the Hospital. We recognize that the current medical practice may involve care that 
exceeds the requirements of medical necessity. However, whether the current medical 
practice reflects necessity or prudence is irrelevant for purposes of the CMP. 

With respect to the recommendations regarding “open as needed” surgical tray items, we 
reach a different conclusion. To the extent that the sole delay in providing items or 
services is the insubstantial time it takes to open a package of supplies readily available in 
the operating room, we believe there will be no perceptible reduction or limitation in the 
provision of items or services to patients sufficient to trigger the CMP. However, this 
conclusion does not apply to the disposable cell saver components. Because the cell 
saver components must be attached to the machine and the machine must be started up, 
there will be an additional delay in the cell saver’s availability beyond merely opening the 
disposable components. Accordingly, we conclude that the cell saver incentive is subject 
to the statutory proscription of the CMP. 

In sum, while the recommendations for the “open as needed” surgical tray items do not 
run afoul of the CMP, we find that the CMP would apply to the remaining 
recommendations involving the cell saver components, the blood cross-matching, the 
substitutions of less costly items, and the standardization of devices. Notwithstanding, 
the Proposed Arrangement has several features that, in combination, provide sufficient 
safeguards so that we would not seek sanctions against the Requestors under sections 
1128A(b)(l)-(2) of the Act. 

First , the specific cost-saving actions and resulting savings are clearly and separately 
identified. The transparency of the Proposed Arrangement will allow for public scrutiny 
and individual physician accountability for any adverse effects of the Proposed 
Arrangement, including any difference in treatment among patients based on nonclinical 
indicators. The transparency of the incentives for specific actions and specific procedures 
will also facilitate accountability through the medical-legal professional liability system. 

Second , the Requestors have proffered credible medical support for the position that 
implementation of the recommendations will not adversely affect patient care. The 
Proposed Arrangement will be periodically reviewed by the Requestors to confirm that 
the Proposed Arrangement is not having an adverse impact on clinical care.'° 

Third, the payments under the Proposed Arrangement are based on all surgeries 
regardless of the patients’ insurance coverage, subject to the cap on payment for Federal 


"^We have had the Proposed Arrangement reviewed by an independent medical 
expert, as well as a government medical expert. Both have concluded that the proposed 
cost savings measures, as described in the advisory opinion request and supplemental 
submissions, should not adversely affect patient care. For purposes of this opinion, 
however, we rely solely on the Requestors’ certifications and nothing in this advisory 
opinion should be construed as an endorsement or conclusion as to the medical propriety 
of the specific activities being undertaken as part of the Proposed Arrangement. 
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health care program procedures. Moreover, the surgical procedures to which the 
Proposed Arrangement applies are not disproportionately performed on Federal health 
care program beneficiaries. Additionally, the cost savings are calculated on the 
Hospital’s actual out-of-pocket acquisition costs, not an accounting convention. 

Fourth , the Proposed Arrangement protects against inappropriate reductions in services 
by utilizing objective historical and clinical measures to establish baseline thresholds 
beyond which no savings accrue to the Surgeon Group. The Requestors have certified 
that these baseline measures are reasonably related to the Hospital’s or comparable 
hospitals’ practices and patient populations. These safeguards are action-specific and not 
simply based on isolated patient outcome data unrelated to the specific changes in 
operating room practices. 

Fifth , the product standardization portion of the Proposed Arrangement further protects 
against inappropriate reductions in services by ensuring that individual physicians will 
still have available the same selection of cardiac devices after implementation of the 
Proposed Arrangement as before. The Proposed Arrangement is designed to produce 
savings through inherent clinical and fiscal value and not from restricting the availability 
of devices. 

Sixth , the Hospital and the Surgeon Group will provide written disclosures of their 
involvement in the Proposed Arrangement to patients whose care may be affected by the 
Proposed Arrangement and will provide patients an opportunity to review the cost savings 
recommendations prior to admission to the Hospital (or, where pre-admission consent is 
impracticable, prior to consenting to surgery). While we do not believe that, standing 
alone, such disclosures offer sufficient protection from program or patient abuse, 
effective and meaningful disclosure offers some protection against possible abuses of 
patient trust.” 

Seventh, the financial incentives under the Proposed Arrangement are reasonably limited 
in duration and amount. 

Eighth , because the Surgeon Group’s profits are distributed to its members on a per capita 
basis, any incentive for an individual surgeon to generate disproportionate cost savings is 
mitigated. 

Our decision not to impose sanctions on the Requestors in connection with the Proposed 
Arrangement is an exercise of our discretion and is consistent with our Special Advisory 
Bulletin on “Gainsharing Arrangements and CMPs for Hospital Payments to Physicians 
to Reduce or Limit Services to Beneficiaries” (July 1999) (the “Special Advisory 


’’Ordinarily, we would expect patient disclosures to be coupled with patient 
satisfaction surveys that closely monitor patient perceptions of their care. However, in 
the context of the Proposed Arrangement, which focuses on items and medications used 
in operating rooms, we believe that patient satisfaction surveys would not be effective. 
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Bulletin"). We reiterate that the CMP applies to any payment by a hospital to a physician 
that is intended to induce the reduction or limitation of items or sersices to Medicare or 
Medicaid patients under the physician’s direct clinical care. The Proposed Arrangement 
is markedly different from many "gainsharing" plans, particularly those that purport to 
pay physicians a percentage of generalized cost savings not tied to specific, identifiable 
cost-lowering activities. Importantly, the Proposed Arrangement sets out the specific 
actions to be taken and ties the remuneration to the actual, verifiable cost savings 
atfributablc to those actions. This transparency allows an assessment of the likely effect 
of the Proposed Arrangement on quality of care and ensures that the identified aetions 
w ill be the cause of the savings. 

By contrast, many gainsharing plans contain features that heighten the risk that payments 
will lead to inappropriate reductions or limitations of sers'ices. These features include, 
but arc not limited to, the following: 

• Ihere is no demonstrable direct connection between individual actions and 
any reduction in the hospital’s out-of-pocket costs (and any corresponding 
“gainsharing” payment). 

• The individual actions that would give rise to the savings are not identified 
with specificity. 

• There are insufficient safeguards against the risk that other, unidentified 
actions, such as premature hospital discharges, might actually account for 
any “savings.” 

• The quality of care indicators arc of questionable validity and statistical 
significance. 

• There is no independent verification of cost savings, quality of care 
indicators, or other essential aspects of the arrangement. 

Simply put, many “gainsharing" plans present substantial risks for both patient and 
program abuse - risks that are not present in the Proposed Arrangement. Given the 
limited duration and scope of the Proposed Arrangement, the safeguards provide 
sufficient protections against patient and program abuse. Other arrangements, including 
those that are longer in duration or more expansive in scope than the Proposed 
Arrangement, are likely to require additional or different safeguards. 
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B. The Anti-Kickback Statute 

The anti-kickback statute makes it a criminal offense knowingly and willfully to offer, 
pay, solicit, or receive any remuneration to induce or reward referrals of items or services 
reimbursable by a Federal health care program. See section 1 128B(b) of the Act. Where 
remuneration is paid purposefully to induce or reward referrals of items or services 
payable by a Federal health care program, the anti-kickback statute is violated. By its 
terms, the statute ascribes criminal liability to parties on both sides of an impermissible 
“kickback” transaction. For purposes of the anti-kickback statute, “remuneration” 
includes the transfer of anything of value, directly or indirectly, overtly or covertly, in 
cash or in kind. 

The statute has been interpreted to cover any arrangement where one purpose of the 
remuneration was to obtain money for the referral of services or to induce further 
referrals. United States v. Kats , 871 F.2d 105 (9th Cir. 1989); United States v. Greber . 
760 F.2d 68 (3d Cir.), cert, denied . 474 U.S. 988 (1985). Violation of the statute 
constitutes a felony punishable by a maximum fine of $25,000, imprisonment up to five 
years, or both. Conviction will also lead to automatic exclusion from Federal health care 
programs, including Medicare and Medicaid. Where a party commits an act described in 
section 1 128B(b) of the Act, the OIG may initiate administrative proceedings to impose 
civil monetary penalties on such party under section 1 128A(a)(7) of the Act. The OIG 
may also initiate administrative proceedings to exclude such party from the Federal health 
care programs under section 1 128(b)(7) of the Act. 

The Department of Health and Human Services has promulgated safe harbor regulations 
that define practices that are not subject to the anti-kickback statute because such 
practices would be unlikely to result in fraud or abuse. See 42 C.F.R. § 1001.952. The 
safe harbors set forth specific conditions that, if met, assure entities involved of not being 
prosecuted or sanctioned for the arrangement qualifying for the safe harbor. However, 
safe harbor protection is afforded only to those arrangements that precisely meet all of the 
conditions set forth in the safe harbor. 

The safe harbor for personal services and management contracts, 42 C.F.R. §100 1.952(d), 
is potentially applicable to the Proposed Arrangement. In relevant part for purposes of 
this advisory opinion, the personal services safe harbor requires that the aggregate 
compensation paid for the services be set in advance and consistent with fair market value 
in arm’s-length transactions. The Proposed Arrangement would not fit in the safe harbor 
because the Surgeon Group will be paid on a percentage basis, and thus the compensation 
would not be set in advance. However, the absence of safe harbor protection is not fatal. 
Instead, the Proposed Arrangement must be subject to case-by-case evaluation. 

Like any compensation arrangement between a hospital and a physician who admits or 
refers patients to such hospital, we are concerned that the Proposed Arrangement could be 
used to disguise remuneration from the Hospital to reward or induce referrals by the 
Surgeon Group. Specifically, the Proposed Arrangement could encourage the surgeons to 
admit Federal health care program patients to the Hospital, since the surgeons would 
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receive not only their Medicare Part B professional fee, but also, indirectly, a share of the 
Hospital’s payment, depending on cost savings. In other words, the more procedures a 
surgeon performs at the Hospital, the more money he or she is likely to receive under the 
Proposed Arrangement. 

While we believe die Proposed Arrangement could result in illegal remuneration if the 
requisite intent to induce referrals were present, we would not impose sanctions in the 
particular circumstances presented here and as qualified below. 

First , the circumstances and safeguards of the Proposed Arrangement reduce the 
likelihood that the arrangement will be used to attract referring physicians or to increase 
referrals from existing physicians. Specifically, participation in the Proposed 
Arrangement will be limited to surgeons already on the medical staff, thus limiting the 
likelihood that the Proposed Arrangement will attract other surgeons. In addition, the 
potential savings derived from procedures for Federal health care program beneficiaries 
will be capped based on the prior year’s admissions of Federal health care program 
beneficiaries. Finally, the contract term will be limited to one year, reducing any 
incentive to switch facilities, and admissions will be monitored for changes in severity, 
age, or payor. Thus, while the incentive to refer will not necessarily be eliminated, it will 
be substantially reduced. 

Second , the structure of the Proposed Arrangement eliminates the risk that the Proposed 
Arrangement will be used to reward cardiologists or other physicians who refer patients 
to the Surgeon Group or its surgeons. The Surgeon Group is the sole participant in the 
Proposed Arrangement and is composed entirely of cardiac surgeons; no cardiologists or 
other physicians are members of the Surgeon Group or share in its profit distributions. 
Within the Surgeon Group, profits are distributed to its members on a per capita basis, 
mitigating any incentive for an individual surgeon to generate disproportionate cost 
savings. 

Third , the Proposed Arrangement sets out with specificity the particular actions that will 
generate the cost savings on which the payments are based. While many of the 
recommendations in the Practice Patterns Report are simple common sense, they do 
represent a change in operating room practice, for which the surgeon is responsible and 
will have liability exposure. While most of the recommendations would appear to present 
minimal risk, the preparation of the cell saver, blood cross-matching, and product 
standardization each carry some increased liability risk for the physicians. It is not 
unreasonable for the surgeon to receive compensation for the increased risk from the 
proposed change in practice. Moreover, the payments will represent a portion of one 
year’s worth of cost savings and will be limited in amount (i.e. , the aggregate cap), 
duration (L^, the limited contract term), and scope (i.e. . the total savings that can be 
achieved from the implementation of any one recommendation are limited by appropriate 
utilization levels). The payments under the Proposed Arrangement do not appear 
unreasonable, given, among other things, the nature of the actions required of the 
physicians to implement the twenty-four recommended actions, the specificity of the 
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payment formula, and the cap on total remuneration to the Surgeon Group. We caution 
that payments of 50% of cost savings in other arrangements, including multi-year 
arrangements or arrangements with generalized cost savings formulae, could well lead to 
a different result. 

In light of these circumstances and safeguards, the Proposed Arrangement poses a low 
risk of fraud or abuse under the anti-kickback statute. 

III. CONCLUSION 

Notwithstanding the foregoing, we reiterate our concerns regarding many arrangements 
between hospitals and physicians to share cost savings. Improperly designed or 
implemented arrangements risk adversely affecting patient care and could be vehicles to 
disguise payments for referrals. For example, an arrangement that cannot be adequately 
and accurately measured for quality of care would pose a high risk of fraud or abuse, as 
would one that rewards physicians based on overall cost savings without accountability 
for specific cost reduction measures. Moreover, arrangements structured so as to pose a 
heightened potential for patient steering and unfair competition would be considered 
suspect. In short, this opinion is predicated on the specific arrangement 
posed by the Requestors and is limited to that specific arrangement. Other apparently 
similar arrangements could raise different concerns and lead to a different result. 

Based on the facts certified in your request for an advisory opinion and supplemental 
submissions, we conclude: (i) the Proposed Arrangement would constitute an improper 
payment to induce reduction or limitation of services pursuant to sections 1 128A(b)(l)- 
(2) of the Act, but that the OIG would not impose sanctions under sections 1 128A(b)(l)- 
(2) on the Requestors in connection with the Proposed Arrangement; and (ii) the 
Proposed Arrangement would potentially generate prohibited remuneration under the 
anti-kickback statute, if the requisite intent to induce or reward referrals of Federal health 
care program business were present, but that the OIG would not impose administrative 
sanctions on the Requestors under sections 1 128(b)(7) or 1 128A(a)(7) of the Act (as those 
sections relate to the commission of acts described in section 1 128B(b) of the Act) in 
connection with the Proposed Arrangement. 


'^We are precluded by statute from opining on whether fair market value shall be 
or was paid for goods, services, or property. See 42 U.S.C. § 1320a-7d(b)(3)(A). While 
the Requestors have certified that the payments under the Proposed Arrangement are 
consistent with fair market value, we do not rely on that certification in this opinion, nor 
have we have made an independent fair market value assessment. 
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IV. LI.MITATIONS 

I'he limitations applicable to this opinion include the following: 

• This advisory opinion is issued only to (names redacted], the requestors of 
this opinion. This advisory opinion has no application to, and cannot be 
relied upon by, any other individual or entity. 

• This advisory opinion may not be introduced into evidence in any matter 
involving an entity or individual that is not a requestor to this opinion. 

• This advisory opinion is applicable only to the statutory provisions 
specifically noted above. No opinion is expressed or implied herein with 
respect to the application of any other Federal, state, or local statute, rule, 
regulation, ordinance, or other law that may be applicable to the Proposed 
Arrangement, including, without limitation, the physician self-referral law, 
section 1877 of the Act. 

• This advisory opinion will not bind or obligate any agency other than the 
U.S. Department of Health and Human Services. 

• This advisory opinion is limited in scope to the specific arrangement 
described in this letter and has no applicability to other arrangements, even 
those that appear similar in nature or scope. 

• No opinion is expressed herein regarding the liability of any party under the 
False Claims Act or other legal authorities for any improper billing, claims 
submission, cost reporting, or related conduct. 

This opinion is also subject to any additional limitations set forth at 42 C.F.R. Part 1008. 

The OIG will not proceed against the Requestors with respect to any action that is part of 
the Proposed Arrangement taken in good faith reliance upon this advisory opinion, as 
long as all of the material facts have been fully, completely, and accurately presented, and 
the Proposed Arrangement in practice comports with the infonnation provided. The OIG 
reserves the right to reconsider the questions and issues raised in this advisory opinion 
and, where the public interest requires, to rescind, modify, or tenninate this opinion. In 
the e\'cnt that this adsisory opinion is modified or terminated, the OIG will not proceed 
against the Requestors with respect to any action taken in good faith reliance upon this 
advisory opinion, where all of the relevant facts were fully, completely, and accurately 
presented, and where such action was promptly discontinued upon notification of the 
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modilication or termination of this advisory opinion. An advisory opinion may be 
rescinded only if the relevant and material facts have not been fully, completely, and 
accurately disclosed to the OIG. 


Sincerely, 

/s/ 

Lewis Morris 

Chief Counsel to the Inspector General 


[Appendix A Redacted] 
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DEPARTMENT OF IIE U^TH AND HIMAN SER\TCES Office of Inspecioi C;eiieral 


Washington, D.C 20201 


[IFe redact certain identifying information and certain potentially privileged, 
confidential, or proprietary information associated with the individual or entity, unless 
otherwise approved by the requestors.] 

Issued: February' 10, 2005 

Posted: Februar>' 17, 2005 

[names and addresses redacted] 

Re: OIG Advisory Opinion No. 05-02 


Ladies and Gentlemen: 

We arc writing in response to your request for an advisory opinion concerning a proposed 
arrangement in which a hospital will share with fn e cardiology groups a percentage of 
the hospitaPs cost savings arising from the cardiologists* implementation of a number of 
cost reduction measures in certain cardiac catheterization laboratory procedures (the 
“Proposed Arrangement”). The cost savings will be measured based on the cardiologists* 
use of specific supplies during designated cardiology procedures. You have inquired 
whether the Proposed Arrangement would eonstitute grounds for sanctions arising under: 
(i) the civil monetary penalty for a hospitaPs payment to a physician to induce reductions 
or limitations of serv ices to Medicare or Medicaid beneficiaries under the physician’s 
direct care, sections I l28A(b)(l )-(2) of the Social Security Act (the “Act*’); or (ii) the 
exclusion authority at section 1 1 28(b)(7) of the Act or the civil monetary penalty 
provision at section 1 128A(a)(7) of the Act, as those sections relate to the commission of 
acts described in section 1 128B(b) of the Act, the anti-kickback statute. 

You have certified that all of the information provided in your request, including all 
supplementary letters, is true and correct and constitutes a complete description of the 
relevant facts and agreements among the parties. 

In issuing this opinion, we have relied solely on tlie facts and information presented to us. 
We have not undertaken an independent investigation of such information. This opinion 
is limited to the facts presented. If material facts have not been disclosed or have been 
misrepresented, this opinion is without force and eflecl. 

Based on the infonnation provided and the totality of the facts as described and certified 
in your request for an advisory opinion and supplemental submissions, we conclude that: 
(i) the Proposed Arrangement would constitute an improper payment to induce reduction 
or limitation of serv ices pursuant to sections 1 1 28A(b)( 1 )-(2) of the Act, but that the 
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Office of Inspector General (“OIG”) would not impose sanctions on the requestors of this 
advisory opinion, [names redacted] (the “Requestors”), in connection with the Proposed 
Arrangement; and (ii) the Proposed Arrangement would potentially generate prohibited 
remuneration under the anti-kickback statute, if the requisite intent to induce or reward 
referrals of Federal health care program business were present, but that the OIG would 
not impose administrative sanctions on the Requestors under sections 1 128(b)(7) or 
1 128A(a)(7) of the Act (as those sections relate to the commission of acts described in 
section 1 128B(b) of the Act) in connection with the Proposed Arrangement. 

This opinion may not be relied on by any persons other than the Requestors and is further 
qualified as set out in Part IV below and in 42 C.F.R. Part 1008. 

L FACTUAL BACKGROUND 

A. Parties 

The Hospital. [Name redacted] (the “Hospital”), is an acute care hospital in [city and 
state redacted], that offers a broad range of inpatient and outpatient hospital services, 
including cardiac catheterization laboratory services. The Hospital is a participating 
provider in the Medicare and Medicaid programs. 

The Cardiology Groups. [Names redacted], (collectively, the “Cardiology Groups,” 
individually, where applicable, the “Cardiology Group”) are professional corporations 
that separately employ physicians duly licensed in [state redacted] who have active 
medical staff privileges at the Hospital.^ The Cardiology Groups refer patients to the 
Hospital for inpatient and outpatient hospital services. Each Cardiology Group will enter 
into a separate contract with the Hospital that will set forth the projected savings 
opportunities applicable to the individual Cardiology Group. 

The Program Administrator. The Hospital has engaged [name redacted] (the “Program 
Administrator”) to administer the Proposed Arrangement. The Program Administrator 
will collect data and analyze and manage the Proposed Arrangement.^ The Hospital will 
pay the Program Administrator a monthly fixed fee certified by the Requestors to be fair 
market value in an arm’s-length transaction for services to be provided by the Program 
Administrator under the Proposed Arrangement. The fee will not be tied in any way to 
cost savings or the Cardiology Groups’ compensation under the Proposed Arrangement. 


'The Cardiology Groups have members who also practice at other hospitals in the 
region; however, the Hospital is the primary practice location for most of the 
cardiologists in the Cardiology Groups. 

^The Program Administrator has developed software products that measure cost, 
quality, and utilization on a national basis. The products are certified by both the 
American College of Cardiology and the Society of Thoracic Surgery. 
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B. The Proposed Arrangement 

Under the Proposed Arrangement, the Hospital will pay each Cardiology Group a share of 
the first year cost savings directly attributable to specific changes in each Cardiology 
Group’s cardiac catheterization laboratory practices. The majority of the changes involve 
product standardization. The Program Administrator conducted a study of the historic 
practices at the Hospital’s cardiology department and identified eighteen specific cost- 
savings opportunities. The results of the Program Administrator’s study of each 
Cardiology Group and the specific cost-savings opportunities for each Group are 
summarized in a “Practice Patterns Report.”^ The Hospital and each Cardiology Group 
have reviewed the Practice Patterns Report for medical appropriateness and each has 
adopted its recommendations and conclusions. 

In general, the Practice Patterns Report recommends that the Cardiology Groups change 
current cardiac catheterization laboratory practices to curb inappropriate use or waste of 
medical supplies. The eighteen recommendations can be grouped into two categories. 

The first category, involving sixteen recommendations, consists of product 
standardization where medically appropriate. The Practice Patterns Report recommends 
that each Cardiology Group standardize the types of cardiac catheterization devices 
(stents, balloons, interventional guidewires and catheters, vascular closure devices, 
diagnostic devices, pacemakers, and defibrillators) used by the Cardiology Group.'* Each 
Cardiology Group would be required to work in conjunction with the Hospital to evaluate 
and clinically review vendors and products. Each Cardiology Group would agree to use 
the selected products, where medically appropriate, which may require additional training 
or changes in clinical practice. 

The second category, involving two recommendations, consists of limiting the use of 
certain vascular closure devices to an “as needed” basis for inpatient coronary 
interventional procedures and diagnostic procedures. The Requestors have certified that 
the vascular closure devices will be readily available, albeit unopened, in the procedure 
room. The Requestors have certified that the reduction in use of vascular closure devices 
will not adversely affect patient care. 


^The Practice Patterns Report for the Cardiology Groups, dated October 2004, is 
attached to this advisory opinion as A ppendix A . This opinion is based on the specific 
cost savings recommendations and associated facts (e.g ., specific floors set for each 
recommendation) set forth in the Practice Patterns Report as appropriate for the 
Requestors. Similar cost savings recommendations involving different facts could 
produce a different result. 

■^We note that the Practice Patterns Report identifies with specificity the vendors 
and products at issue. 
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The Proposed Arrangement contains several safeguards intended to protect against 
inappropriate reductions in services. Importantly, with respect to the product 
standardization, the Requestors have certified that the individual cardiologists will make a 
patient-by-patient determination of the most appropriate device and the availability of the 
full range of devices will not be compromised by the product standardization. The 
Requestors have further certified that individual physicians will still have available the 
same selection of devices after implementation of the Proposed Arrangement as before 
and that the economies gained through the Proposed Arrangement will result from 
inherent clinical and fiscal value and not from restricting the availability of devices. 

With respect to the limitation on use of vascular closure devices, the Proposed 
Arrangement would utilize objective historical and clinical measures reasonably related to 
the practices and the patient population at the Hospital to establish a “floor” beyond 
which no savings would accrue to the Cardiology Groups. For example, according to the 
Requestors, vascular closure devices for coronary interventional patients are currently 
utilized at the Hospital on 30% of the cases specified under the Proposed Arrangement. 
The Program Administrator has determined through analysis of national data that it is 
reasonable to reduce the use of vascular closure devices to 10% of patients and that this 
reduction would not adversely impact patient care. Thus, the Cardiology Groups will 
receive no share of any savings resulting from the reduction of use of vascular closure 
devices beyond the 10% floor. 

According to the Program Administrator, if implemented in accordance with the Practice 
Patterns Report’s specifications, the eighteen recommendations would present substantial 
cost savings opportunities for the Hospital without adversely impacting the quality of 
patient care. 

The Hospital will enter into a separate contract with each Cardiology Group that will 
specify the historic costs, base year costs, and projected cost-savings opportunities 
applicable to each individual group. Under each contract, the Hospital will pay the 
contracting Cardiology Group 50% of the cost savings achieved by implementing the 
eighteen recommendations in the Practice Patterns Report, applicable to the contracting 
Cardiology Group, for a period of one year. At the end of the year, cost savings will be 
calculated separately for each of the eighteen recommendations for each Group; this will 
preclude shifting of cost savings and ensure that savings generated by utilization beyond 
the set targets, as applicable, will not be credited to each Cardiology Group. This 
payment will constitute the entire compensation paid to each Cardiology Group for 
services performed under the individual contracts memorializing the Proposed 
Arrangement. The payment to each Cardiology Group will be calculated using the same 
formula. For purposes of calculating the payment to each Cardiology Group, the actual 
costs incurred for the items specified in the eighteen recommendations when used by 
cardiologists in the Cardiology Group during the specified procedures (the “current year 
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costs’’^) will be subtracted from the historic costs for the same items when used during 
comparable procedures in the base year (the “base year costs’’^). The current year costs 
will be adjusted to account for any inappropriate reductions in use of items beyond the 
targets set in the Practice Patterns Report. The payment to each Cardiology Group will be 
50% of the difference between their adjusted current year costs and base year costs, if 
any. 

The Hospital will make an aggregate payment to each Cardiology Group, all of which 
distribute profits to their members on a per capita basis. Payments to each Cardiology 
Group will also be subject to the following limitations: 

• If the volume of procedures payable by a Federal health care program in the 
current year exceeds the volume of like procedures payable by a Federal 
health care program performed in the base year, there will be no sharing of 
cost savings for the additional procedures. 

• To minimize the cardiologists’ financial incentive to steer more costly 
patients to other hospitals, the case severity, ages, and payors of the patient 
population treated under the Proposed Arrangement will be monitored by a 
committee composed of representatives of the Requestors, using generally- 
accepted standards. If there are significant changes from historical 
measures, the cardiologist at issue will be terminated from participation in 
the Proposed Arrangement. 

• The aggregate payment to each Cardiology Group will not exceed 50% of 
the projected cost savings identified in the Practice Patterns Report. 

The Hospital and the Cardiology Groups will document the activities and the payment 
methodology under the Proposed Arrangement and will make the documentation 
available to the Secretary of the United States Department of Health and Human Services, 
upon request. In addition, the Hospital and the Cardiology Groups will disclose the 
Proposed Arrangement to the patient, including the fact that the Cardiology Groups’ 
compensation is based on a percentage of the Hospital’s cost savings. The disclosure will 
be made to the patient before the patient is admitted to the Hospital for a procedure 


^The current year will be the twelve-month term of the contract for which each of 
the Cardiology Groups will be compensated under the Proposed Arrangement. 

®The “base year” will be the twelve months preceding the effective date of the 
contract. For purposes of this opinion, the Proposed Arrangement is limited to the one- 
year term of the contract; accordingly, this opinion is without force and effect with 
respect to any future renewal or extension of the Proposed Arrangement. 
Notwithstanding, we note that any renewal or extension of the Proposed Arrangement 
should incorporate updated base year costs. 
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covered by the Proposed Arrangement; if pre-admission disclosure is impracticable (e.g .. 
the patient is admitted for an unscheduled procedure or the need for the procedure is 
determined after admission), the disclosure will be made before the patient consents to the 
procedure. The disclosures will be in writing, and patients will have an opportunity, if 
desired, to review details of the Proposed Arrangement, including the specific cost 
savings measures applicable to the patient’s procedure. 

II. LEGAL ANALYSIS 

Arrangements like the Proposed Arrangement are designed to align incentives by offering 
physicians a portion of a hospital’s cost savings in exchange for implementing cost saving 
strategies. Under the current reimbursement system, the burden of these costs falls on 
hospitals, not physicians. Payments to physicians based on cost savings may be intended 
to motivate them to reduce hospital costs associated with procedures performed by 
physicians at the hospitals. 

Properly structured, arrangements that share cost savings can serve legitimate business 
and medical purposes. Specifically, properly structured arrangements may increase 
efficiency and reduce waste, thereby potentially increasing a hospital’s profitability. 
However, such arrangements can potentially influence physician judgment to the 
detriment of patient care. Our concerns include, but are not limited to, the following: 

(i) stinting on patient care; (ii) “cherry picking” healthy patients and steering sicker (and 
more costly) patients to hospitals that do not offer such arrangements; (iii) payments in 
exchange for patient referrals; and (iv) unfair competition (a “race to the bottom”) among 
hospitals offering cost savings programs to foster physician loyalty and to attract more 
referrals. 

Hospital cost savings programs in general, and the Proposed Arrangement in particular, 
may implicate at least three legal authorities: (i) the civil monetary penalty for reductions 
or limitations of direct patient care services provided to Federal health care program 
beneficiaries, sections 1 128A(b)(l)-(2) of the Act; (ii) the anti-kickback statute, section 
1 128B(b) of the Act; and (iii) the physician self-referral law, section 1877 of the Act.’ 

We address the first two of these authorities; section 1877 of the Act falls outside the 
scope of the OIG’s advisory opinion authority. We express no opinion on the application 
of section 1877 of the Act to the Proposed Arrangement. 


^In addition, nonprofit hospital arrangements raise issues of private inurement and 
private benefit under the Internal Revenue Service’s income tax regulations in connection 
with section 501(c)(3) of the Internal Revenue Code. See Rev. Rul. 69-383, 1969-2 C.B. 
113. We express no opinion on the application of the Internal Revenue Code to the 
Proposed Arrangement. 
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A. The Civil Monetary Penalty, Sections 1128A(b)(l)-(2) of the Act 

Sections 1 128A(b)(l)-(2) of the Act establish a civil monetary penalty (“CMP”) against 
any hospital or critical access hospital that knowingly makes a payment directly or 
indirectly to a physician (and any physician that receives such a payment) as an 
inducement to reduce or limit items or services to Medicare or Medicaid beneficiaries 
under the physician’s direct care. Hospitals that make (and physicians that receive) such 
payments are liable for CMPs of up to $2,000 per patient covered by the payments. See 
id. There is no requirement that the prohibited payment be tied to a specific patient or to 
a reduction in medically necessary care. The CMP applies only to reductions or 
limitations of items or services provided to Medicare and Medicaid fee-for-service 
beneficiaries.* 

The CMP prohibits payments by hospitals to physicians that may induce physicians to 
reduce or limit items or services furnished to their Medicare and Medicaid patients. A 
threshold inquiry is whether the Proposed Arrangement will induce physicians to reduce 
or limit items or services. Given the specificity of the Proposed Arrangement, it is 
possible to review the proposed opportunities for savings individually and evaluate their 
potential impact on patient care. 

Having reviewed the eighteen recommendations, we conclude that the recommendations 
implicate the CMP. Simply put, the recommendations, under the Proposed Arrangement, 
regarding standardization of devices and limitations on the use of vascular closure devices 
constitute an inducement to reduce or limit the current medical practice at the Hospital. 
Thus, we find that the CMP would apply to the Proposed Arrangement. We recognize 
that the current medical practice may involve care that exceeds the requirements of 
medical necessity. However, whether the current medical practice reflects necessity or 
prudence is irrelevant for purposes of the CMP. 

Notwithstanding, the Proposed Arrangement has several features that, in combination, 
provide sufficient safeguards so that we would not seek sanctions against the Requestors 
under sections 1 128A(b)(l)-(2) of the Act. 

First , the specific cost-saving actions and resulting savings are clearly and separately 


^Physician incentive arrangements related to Medicare risk-based managed care 
contracts, similar Medicaid contracts, and Medicare Advantage plans (formerly Medicare 
+ Choice) are subject to regulation by the Secretary pursuant to sections 1 876(i)(8), 
1903(m)(2)(A)(x), and 1852(j)(4) of the Act (respectively), in lieu of being subject to 
sections 1 128A(b)(l)-(2). See OIG letter regarding hospital-physician incentive plans for 
Medicare and Medicaid beneficiaries enrolled in managed care plans (dated August 19, 
1999), available at http://oig.hhs.gov/fraud/docs/alertsandbulletins/gsletter.htm. See also 
42 C.F.R. § 417.479 (Medicare HMOs or competitive medical plans); 42 C.F.R. § 

422.208 (Medicare Advantage plans); 42 C.F.R. § 438.6 (Medicaid risk plans). 
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identified. The transparency of the Proposed Arrangement will allow for public scrutiny 
and individual physician accountability for any adverse effects of the Proposed 
Arrangement, including any difference in treatment among patients based on nonclinical 
indicators. The transparency of the incentives for specific actions and specific procedures 
will also facilitate accountability through the medical-legal professional liability system. 

Second , the Requestors have proffered credible medical support for the position that 
implementation of the recommendations will not adversely affect patient care. The 
Proposed Arrangement will be periodically reviewed by the Requestors to confirm that 
the Proposed Arrangement is not having an adverse impact on clinical care.^ 

Third , the payments under the Proposed Arrangement are based on all procedures 
regardless of the patients’ insurance coverage, subject to the cap on payment for Federal 
health care program procedures. Moreover, the procedures to which the Proposed 
Arrangement applies are not disproportionately performed on Federal health care program 
beneficiaries. Additionally, the cost savings are calculated on the Hospital’s actual out- 
of-pocket acquisition costs, not an accounting convention. 

Fourth , the Proposed Arrangement protects against inappropriate reductions in services 
by utilizing objective historical and clinical measures to establish baseline thresholds 
beyond which no savings accrue to the Cardiology Groups. The Requestors have 
certified that these baseline measures are reasonably related to the Hospital’s or 
comparable hospitals’ practices and patient populations. These safeguards are action- 
specific and not simply based on isolated patient outcome data unrelated to the specific 
changes in catheterization laboratory practices. 

Fifth , the product standardization portion of the Proposed Arrangement further protects 
against inappropriate reductions in services by ensuring that individual physicians will 
still have available the same selection of devices after implementation of the Proposed 
Arrangement as before. The Proposed Arrangement is designed to produce savings 
through inherent clinical and fiscal value and not from restricting the availability of 
devices. 

Sixth, the Hospital and the Cardiology Groups will provide written disclosures of their 
involvement in the Proposed Arrangement to patients whose care may be affected by the 
Proposed Arrangement and will provide patients an opportunity to review the cost savings 


®We have had the Proposed Arrangement reviewed by a government medical 
expert, who concluded that the proposed cost savings measures, as described in the 
advisory opinion request and supplemental submissions, should not adversely affect 
patient care. For purposes of this opinion, however, we rely solely on the Requestors’ 
certifications and nothing in this advisory opinion should be construed as an endorsement 
or conclusion as to the medical propriety of the specific activities being undertaken as 
part of the Proposed Arrangement. 
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recommendations prior to admission to the Hospital (or, where pre-admission consent is 
impracticable, prior to consenting to the procedure). While we do not believe that, 
standing alone, such disclosures offer sufficient protection from program or patient abuse, 
effective and meaningful disclosure offers some protection against possible abuses of 
patient trust. 

Seventh , the financial incentives under the Proposed Arrangement are reasonably limited 
in duration and amount. 

Eighth , because each Cardiology Group’s profits are distributed to its members on a per 
capita basis, any incentive for an individual cardiologist to generate disproportionate cost 
savings is mitigated. 

Our decision not to impose sanctions on the Requestors in connection with the Proposed 
Arrangement is an exercise of our discretion and is consistent with our Special Advisory 
Bulletin on “Gainsharing Arrangements and CMPs for Hospital Payments to Physicians 
to Reduce or Limit Services to Beneficiaries” (July 1999) (the “Special Advisory 
Bulletin”). We reiterate that the CMP applies to any payment by a hospital to a physician 
that is intended to induce the reduction or limitation of items or services to Medicare or 
Medicaid patients under the physician’s direct clinical care. The Proposed Arrangement 
is markedly different from many “gainsharing” plans, particularly those that purport to 
pay physicians a percentage of generalized cost savings not tied to specific, identifiable 
cost-lowering activities. Importantly, the Proposed Arrangement sets out the specific 
actions to be taken and ties the remuneration to the actual, verifiable cost savings 
attributable to those actions. This transparency allows an assessment of the likely effect 
of the Proposed Arrangement on quality of care and ensures that the identified actions 
will be the cause of the savings. 

By contrast, many gainsharing plans contain features that heighten the risk that payments 
will lead to inappropriate reductions or limitations of services. These features include, 
but are not limited to, the following: 

• There is no demonstrable direct connection between individual actions and 
any reduction in the hospital’s out-of-pocket costs (and any corresponding 
“gainsharing” payment). 

• The individual actions that would give rise to the savings are not identified 
with specificity. 


^^Ordinarily, we would expect patient disclosures to be coupled with patient 
satisfaction surveys that closely monitor patient perceptions of their care. However, in 
the context of the Proposed Arrangement, which focuses on items and medications used 
in catheterization laboratory procedures, we believe that patient satisfaction surveys 
would not be effective. 
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• There are insufficient safeguards against the risk that other, unidentified 
actions, such as premature hospital discharges, might actually account for 
any “savings.” 

• The quality of care indicators are of questionable validity and statistical 
significance. 

• There is no independent verification of cost savings, quality of care 
indicators, or other essential aspects of the arrangement. 

Simply put, many “gainsharing” plans present substantial risks for both patient and 
program abuse - risks that are not present in the Proposed Arrangement. Given the 
limited duration and scope of the Proposed Arrangement, the safeguards provide 
sufficient protections against patient and program abuse. Other arrangements, including 
those that are longer in duration or more expansive in scope than the Proposed 
Arrangement, are likely to require additional or different safeguards. 

B. The Anti-Kickback Statute 

The anti-kickback statute makes it a criminal offense knowingly and willfully to offer, 
pay, solicit, or receive any remuneration to induce or reward referrals of items or services 
reimbursable by a Federal health care program. section 1 128B(b) of the Act. Where 
remuneration is paid purposefully to induce or reward referrals of items or services 
payable by a Federal health care program, the anti-kickback statute is violated. By its 
terms, the statute ascribes criminal liability to parties on both sides of an impermissible 
“kickback” transaction. For purposes of the anti-kickback statute, “remuneration” 
includes the transfer of anything of value, directly or indirectly, overtly or covertly, in 
cash or in kind. 

The statute has been interpreted to cover any arrangement where one purpose of the 
remuneration was to obtain money for the referral of services or to induce further 
referrals. United States v. Kats . 871 F.2d 105 (9th Cir. 1989); United States v. Greber . 
760 F.2d 68 (3d Cir.), cert, denied. 474 U.S. 988 (1985). Violation of the statute 
constitutes a felony punishable by a maximum fine of $25,000, imprisonment up to five 
years, or both. Conviction will also lead to automatic exclusion from Federal health care 
programs, including Medicare and Medicaid. Where a party commits an act described in 
section 1 128B(b) of the Act, the OIG may initiate administrative proceedings to impose 
civil monetary penalties on such party under section 1 128A(a)(7) of the Act. The OIG 
may also initiate administrative proceedings to exclude such party from the Federal health 
care programs under section 1 128(b)(7) of the Act. 

The Department of Health and Human Services has promulgated safe harbor regulations 
that define practices that are not subject to the anti-kickback statute because such 
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practices would be unlikely to result in fraud or abuse. See 42 C.F.R. § 1001.952. The 
safe harbors set forth specific conditions that, if met, assure entities involved of not being 
prosecuted or sanctioned for the arrangement qualifying for the safe harbor. However, 
safe harbor protection is afforded only to those arrangements that precisely meet all of the 
conditions set forth in the safe harbor. 

The safe harbor for personal services and management contracts, 42 C.F.R. §1001. 952(d), 
is potentially applicable to the Proposed Arrangement. In relevant part for purposes of 
this advisory opinion, the personal services safe harbor requires that the aggregate 
compensation paid for the services be set in advance and consistent with fair market value 
in arm’s-length transactions. The Proposed Arrangement would not fit in the safe harbor 
because the Cardiology Groups will be paid on a percentage basis, and thus the 
compensation would not be set in advance. However, the absence of safe harbor 
protection is not fatal. Instead, the Proposed Arrangement must be subject to case-by- 
case evaluation. 

Like any compensation arrangement between a hospital and a physician who admits or 
refers patients to such hospital, we are concerned that the Proposed Arrangement could be 
used to disguise remuneration from the Hospital to reward or induce referrals by the 
Cardiology Groups. Specifically, the Proposed Arrangement could encourage the 
cardiologists to admit Federal health care program patients to the Hospital, since the 
cardiologists would receive not only their Medicare Part B professional fee, but also, 
indirectly, a share of the Hospital’s payment, depending on cost savings. In other words, 
the more procedures a cardiologist performs at the Hospital, the more money he or she is 
likely to receive under the Proposed Arrangement. 

While we believe the Proposed Arrangement could result in illegal remuneration if the 
requisite intent to induce referrals were present, we would not impose sanctions in the 
particular circumstances presented here and as qualified below. 

First , the circumstances and safeguards of the Proposed Arrangement reduce the 
likelihood that the arrangement will be used to attract referring physicians or to increase 
referrals from existing physicians. Specifically, participation in the Proposed 
Arrangement will be limited to cardiologists already on the medical staff, thus limiting 
the likelihood that the Proposed Arrangement will attract other cardiologists. In addition, 
the potential savings derived from procedures for Federal health care program 
beneficiaries will be capped based on the prior year’s admissions of Federal health care 
program beneficiaries. Finally, the contract term will be limited to one year, reducing any 
incentive to switch facilities, and admissions will be monitored for changes in severity, 
age, or payor. Thus, while the incentive to refer will not necessarily be eliminated, it will 
be substantially reduced. 

Second, the structure of the Proposed Arrangement eliminates the risk that the Proposed 
Arrangement will be used to reward surgeons or other physicians who refer patients to the 



145 


Page 12 — OIG Advisory Opinion No. 05-02 

Cardiology Groups or their cardiologists. The Cardiology Groups are the sole 
participants in the Proposed Arrangement and are composed entirely of cardiologists; no 
surgeons or other physicians are members of the Cardiology Groups or share in its profit 
distributions. Within the Cardiology Groups, profits are distributed to their members on a 
per capita basis, mitigating any incentive for an individual cardiologist to generate 
disproportionate cost savings. 

Third , the Proposed Arrangement sets out with specificity the particular actions that will 
generate the cost savings on which the payments are based. The recommendations in the 
Practice Patterns Report represent a change in cardiac catheterization laboratory 
procedure, for which the cardiologist is responsible and will have liability exposure. Both 
the product standardization and the limitation on vascular closure devices carry some 
increased liability risk for the physicians. It is not unreasonable for the cardiologist to 
receive compensation for the increased risk from the proposed change in practice. 
Moreover, the payments will represent a portion of one year’s worth of cost savings and 
will be limited in amount (i.e. . the aggregate cap), duration (i.e. . the limited contract 
term), and scope (i.e. . the total savings that can be achieved from the implementation of 
any one recommendation are limited by appropriate utilization levels). The payments 
under the Proposed Arrangement do not appear unreasonable, given, among other things, 
the nature of the actions required of the physicians to implement the eighteen 
recommended actions, the specificity of the payment formula, and the cap on total 
remuneration to each of the Cardiology Groups." We caution that payments of 50% of 
cost savings in other arrangements, including multi-year arrangements or arrangements 
with generalized cost savings formulae, could well lead to a different result. 

In light of these circumstances and safeguards, the Proposed Arrangement poses a low 
risk of fi'aud or abuse under the anti-kickback statute. 

III. CONCLUSION 

Notwithstanding the foregoing, we reiterate our concerns regarding many arrangements 
between hospitals and physicians to share cost savings. Improperly designed or 
implemented arrangements risk adversely affecting patient care and could be vehicles to 
disguise payments for referrals. For example, an arrangement that cannot be adequately 
and accurately measured for quality of care would pose a high risk of fraud or abuse, as 
would one that rewards physicians based on overall cost savings without accountability 
for specific cost reduction measures. Moreover, arrangements structured so as to pose a 
heightened potential for patient steering and unfair competition would be considered 


’^We are precluded by statute from opining on whether fair market value shall be 
or was paid for goods, services, or property. See 42 U.S.C. § 1320a-7d(b)(3)(A). While 
the Requestors have certified that the payments under the Proposed Arrangement are 
consistent with fair market value, we do not rely on that certification in this opinion, nor 
have we have made an independent fair market value assessment. 
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suspect. In short, this opinion is predicated on the specific arrangement 

posed by the Requestors and is limited to that specific arrangement. Other apparently 

similar arrangements could raise different concerns and lead to a different result. 

Based on the facts certified in your request for an advisory opinion and supplemental 
submissions, we conclude: (i) the Proposed Arrangement would constitute an improper 
payment to induce reduction or limitation of services pursuant to sections 1 128A(b)(l)- 
(2) of the Act, but that the OIG would not impose sanctions under sections 1 128A(b)(l)- 
(2) on the Requestors in connection with the Proposed Arrangement; and (ii) the 
Proposed Arrangement would potentially generate prohibited remuneration under the 
anti-kickback statute, if the requisite intent to induce or reward referrals of Federal health 
care program business were present, but that the OIG would not impose administrative 
sanctions on the Requestors under sections 1 128(b)(7) or 1 128A(a)(7) of the Act (as those 
sections relate to the commission of acts described in section 1 1 28B(b) of the Act) in 
connection with the Proposed Arrangement. 

IV. LIMITATIONS 

The limitations applicable to this opinion include the following: 

• This advisory opinion is issued only to [names redacted], the requestors of 
this opinion. This advisory opinion has no application to, and cannot be 
relied upon by, any other individual or entity. 

• This advisory opinion may not be introduced into evidence in any matter 
involving an entity or individual that is not a requestor to this opinion. 

• This advisory opinion is applicable only to the statutory provisions 
specifically noted above. No opinion is expressed or implied herein with 
respect to the application of any other Federal, state, or local statute, rule, 
regulation, ordinance, or other law that may be applicable to the Proposed 
Arrangement, including, without limitation, the physician self-referral law, 
section 1877 of the Act. 

• This advisory opinion will not bind or obligate any agency other than the 
U.S. Department of Health and Human Services. 

• This advisory opinion is limited in scope to the specific arrangement 
described in this letter and has no applicability to other arrangements, even 
those that appear similar in nature or scope. 

• No opinion is expressed herein regarding the liability of any party under the 
False Claims Act or other legal authorities for any improper billing, claims 
submission, cost reporting, or related conduct. 
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Iliis opinion is also subject to any additional limitations set forth at 42 C.K.R. Part 1008. 

The OIG will not proceed against the Requestors with respect to any action that is part of 
the Proposed Arrangement taken in good faith reliance upon this advisory opinion, as 
tong as alt of the material facts have been fully, completely, and accurately presented, and 
the Proposed Arrangement in practice comports with the information provided. The OIG 
reseiv es the right to reconsider the questions and issues raised in this advisory opinion 
and, where the public interest requires, rescind, modify, or terminate this opinion. In the 
event that this advisory opinion is modified or terminated, the OIG will not proceed 
against the Requestors with respect to any action taken in good faith reliance upon this 
advisory opinion, where all of the relevant facts were fully, completely, and accurately 
presented, and where such action was promptly discontinued upon notillcation of the 
modification or termination of this advisory opinion. An advisory opinion may be 
rescinded only if the relevant and material facts have not been fully, completely, and 
accurately disclosed to the OIG. 


Sincerely, 

/s/ 

Lewis Morris 

Chief Counsel to the Inspector General 


[Appendix A Redacted] 
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DEPARTMENT OF HEALTH AND HTMAN SERVICES 


Oflke of Inspector General 



Washington, D.C. 20201 


[We redact certain identifying information and certain potentially privileged, 
confidential, or proptietaiy information associated with the individual or entity, unless 
otherwise appwved by the requestors.] 

Issued: Februars' 10, 2005 

Posted: February' 17, 2005 

[names and addresses redacted] 

Re: OIG Advisory Opinion No. 05-03 

Ladies and Gentlemen: 

We are writing in response to your request for an advisory opinion concerning a proposed 
arrangement in which a hospital will share with a group of cardiac surgeons a percentage 
of the hospitaPs cost savings arising from the surgeons’ implementation of a number of 
cost reduction measures in certain surgical procedures (the “Proposed Arrangement”). 

The cost savings will be measured based on the surgeons’ use of specific supplies during 
designated cardiac surgery procedures. You have inquired whether the Proposed 
Arrangement would constitute grounds for sanctions arising under: (i) the civil monetary 
penalty for a hospital’s payment to a physician to induce reductions or limitations of 
serv ices to Medicare or Medicaid beneficiaries under the physician’s direct care, sections 
1 128A(bXl)-(2) of the Social Security Act (the “Act”); or (ii) the exclusion authority at 
section 1 128(bX7) of the Act or the civil monetary penalty provision at section 
1 128A(aX‘7) of the Act, as those sections relate to the commission of acts described in 
section 1 t28B(b) of the Act, the anti-kickback statute. 

You have certiiied that all of the information provided in your request, including all 
supplementary letters, is true and correct and constitutes a complete description of the 
relevant facts and agreements among the parties. 

In issuing this opinion, we have relied solely on the facts and information presented to us. 
We have not undertaken an independent investigation of such information. This opinion 
is limited to the facts presented. If material facts have not been disclosed or have been 
misrepresented, this opinion is without force and effect. 

Based on the information provided and the totality of the facts as described and certified 
in your request for an advisory opinion and supplemental submissions, we conclude that: 
(i) the Proposed Arrangement would constitute an improper payment to induce reduction 
or limitation of services pursuant to sections 1 1 28A(bX 1 )'(2) of the Act. but that the 
Office of Inspector General (“OIG”) would not impose sanctions on the requestors of this 
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advisory opinion, [names redacted] (collectively, the “Requestors”), in connection with 
the Proposed Arrangement; and (ii) the Proposed Arrangement would potentially generate 
prohibited remuneration under the anti-kickback statute, if the requisite intent to induce or 
reward referrals of Federal health care program business were present, but that the OIG 
would not impose administrative sanctions on the Requestors under sections 1 128(b)(7) 
or 1 128A(a)(7) of the Act (as those sections relate to the commission of acts described in 
section 1 128B(b) of the Act) in connection with the Proposed Arrangement. 

This opinion may not be relied on by any persons other than the Requestors and is further 
qualified as set out in Part IV below and in 42 C.F.R. Part 1008. 

I. FACTUAL BACKGROUND 

A. Parties 

The Hospital. [Name redacted] (the “Hospital”) is an acute care hospital in [city and state 
redacted] that offers a broad range of inpatient and outpatient hospital services, including 
cardiac surgery services. The Hospital is a participating provider in the Medicare and 
Medicaid programs. 

The Surgical Group. [Name redacted], (the “Surgical Group”) is a professional 
association composed exclusively of cardiac surgeons who are licensed in [state redacted] 
and have active medical staff privileges at the Hospital. The cardiac surgeons refer 
patients to the Hospital for inpatient and outpatient hospital services. The Surgical Group 
is the only group of cardiac surgeons that practices at the Hospital and performs 100% of 
the Hospital’s cardiac surgery. 

The Program Administrator. The Hospital has engaged [name redacted] (the “Program 
Administrator”) to administer the Proposed Arrangement. The Program Administrator 
will collect data and analyze and manage the Proposed Arrangement.’ The Hospital will 
pay the Program Administrator a monthly fixed fee certified by the Requestors to be fair 
market value in an arm’s-length transaction for services to be provided by the Program 
Administrator under the Proposed Arrangement. The fee will not be tied in any way to 
cost savings or the Surgical Group’s compensation under the Proposed Arrangement. 

B. The Proposed Arrangement 

Under the Proposed Arrangement, the Hospital will pay the Surgical Group a share of the 
first year cost savings directly attributable to specific changes in the Surgical Group’s 
operating room practices. The Program Administrator conducted a study of the historic 
practices at the Hospital’s cardiac surgery department and identified twenty-nine specific 


'The Program Administrator has developed software products that measure cost, 
quality, and utilization on a national basis. The products are certified by both the 
American College of Cardiology and the Society of Thoracic Surgery. 



150 


Page 3 - OIG Advisory Opinion No. 05-03 

cost-savings opportunities. The results of the Program Administrator’s study of the 
Surgical Group and the specific cost-savings opportunities are summarized in a “Practice 
Patterns Report.”^ The Hospital and the Surgical Group have reviewed the Practice 
Patterns Report for medical appropriateness and each has adopted its recommendations 
and conclusions. 

In general, the Practice Patterns Report recommends that the Surgical Group change its 
current operating room practices to curb the inappropriate use or waste of medical 
supplies. The Practice Patterns Report identifies twenty-nine specific recommendations 
that can be roughly grouped into the following four categories. 

The first category consists of thirteen recommendations that involve opening packaged 
items only as needed during a procedure. Most of these “open as needed” items are 
surgical tray or comparable supplies. These items will be readily available, albeit 
unopened, in the operating room. One “open as needed” recommendation involves not 
opening disposable components of the cell saver unit until a patient experiences excessive 
bleeding. The Requestors have certified that the resulting delay in cell saver readiness 
should not exceed two to five minutes and will not adversely affect patient care. 

The second category is similar and involves performing blood cross-matching only as 
needed. The Requestors have certified that all patients would be typed and screened prior 
to the procedure, with a cross-match being performed only when a patient requires a 
transhision. The Hospital does not outsource its blood supply. The Requestors have 
certified that the resulting delay in blood readiness should be minimal when a cross match 
is necessary and that the delay will not adversely affect patient care. 

The third category, involving fourteen recommendations, consists of the substitution, in 
whole or in part, of less costly items for items currently being used by the surgeons 
(hereafter, the “product substitution” recommendations). The identified substitutions^ 
have no appreciable clinical significance (e.g . slush drape, wrist splints, armboards, aortic 
punches, or suture boots). For example, wrist splints or armboards are used for support 
and protection after insertion of a radial artery line. Under one recommendation, 
surgeons would be asked to utilize a less expensive wrist splint or armboard that has 
similar characteristics to the surgeons’ historic preference. 


^The Practice Patterns Report for the Surgical Group, dated October 2004, is 
attached to this advisory opinion as Appendix A . This opinion is based on the specific 
cost savings recommendations and associated facts (e.g ., specific floors set for each 
recommendation) set forth in the Practice Patterns Report as appropriate for the 
Requestors. Similar cost savings recommendations involving different facts could 
produce a different result. 

^The Practice Patterns Report clearly identifies with specificity the items and 
products at issue for each proposed product substitution recommendation. 
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The final category involves product standardization of certain cardiac heart valves where 
medically appropriate. For this category, the Surgical Group would be required to work 
in conjunction with the Hospital to evaluate and clinically review vendors and products.'^ 
The Surgical Group would agree to use the selected products where medically 
appropriate, which may require additional training or changes in clinical practice. 

The Proposed Arrangement contains several safeguards intended to protect against 
inappropriate reductions in services. With respect to the cell saver and blood cross- 
matching recommendations, the Proposed Arrangement would utilize objective historical 
and clinical measures reasonably related to the practices and the patient population at the 
Hospital, and in some cases, national averages to establish a “floor” beyond which no 
savings would accrue to the Surgical Group. 

For example, the cell saver is currently set-up for 100% of the cases, but is utilized in 
approximately 5% of the cardiac procedures specified under the Proposed Arrangement. 
Accordingly, the Surgical Group will receive no share of any savings resulting from any 
reductions in cell saver use for cases beyond the established 10% floor set by the Program 
Administrator based upon national averages. Similarly, blood cross-matching is currently 
performed for 100% of the cases, with less than 50% of the cases actually resulting in a 
transfusion. Thus, the Surgical Group will receive no share of any savings resulting from 
the reduction of blood cross-matching beyond the 50% floor. With respect to the product 
substitution recommendations in the Proposed Arrangement, the Practice Patterns Report 
clearly identifies with specificity each substitution recommendation under this category. 
No floors will be set, because the identified substitutions will have no appreciable clinical 
significance.^ 

Importantly, with respect to the product standardization recommendations for cardiac 
devices, the Requestors have certified that the individual surgeons will make a patient-by- 
patient determination of the most appropriate device and the availability of the full range 
of cardiac devices will not be compromised by the product standardization. The 
Requestors have further certified that individual physicians will still have available the 
same selection of devices after implementation of the Proposed Arrangement as before 
and that the economies gained through the Proposed Arrangement will result from 
inherent clinical and fiscal value and not from restricting the availability of devices. 

According to the Program Administrator, if implemented in accordance with the Practice 

Patterns Report’s specifications, the twenty-nine recommendations would present 

substantial cost savings opportunities for the Hospital without adversely impacting the 


‘‘We note that the Practice Patterns Report identifies with specificity the vendors 
and products at issue. 

^We note that for product substitution recommendations that have clinical 
significance, we would require additional safeguards, including, for example, the 
establishment of appropriate quality thresholds beyond which no cost savings would be 
credited. 
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quality of patient care. 

The Hospital will pay the Surgical Group 50% of the cost savings achieved by 
implementing the twenty-nine recommendations in the Practice Patterns Report for a 
period of one year. At the end of the year, cost savings will be calculated separately for 
each of the twenty-nine recommendations; this will preclude shifting of cost savings and 
ensure that savings generated by utilization beyond the set targets, as applicable, will not 
be credited to the Surgical Group. This payment will constitute the entire compensation 
paid to the Surgical Group for services performed under the contract memorializing the 
Proposed Arrangement between the Surgical Group and the Hospital. For purposes of 
calculating the payment to the Surgical Group, the cost savings will be calculated by 
subtracting the actual costs incurred for the items specified in the twenty-nine 
recommendations when used by surgeons in the Surgical Group during the specified 
surgical procedures (the “current year costs’’*^) from the historic costs for the same items 
when used during comparable surgical procedures in the base year (the “base year costs”’). 
The current year costs will be adjusted to account for any inappropriate reductions in use 
of items beyond the targets set in the Practice Patterns Report. The payment to the 
Surgical Group will be 50% of the difference between the adjusted current year costs and 
base year costs, if any. 

The Hospital will make an aggregate payment to the Surgical Group, which distributes its 
profits to each of its members on a per capita basis. Payments to the Surgical Group will 
also be subject to the following limitations: 

• If the volume of procedures payable by a Federal health care program in the 
current year exceeds the volume of like procedures payable by a Federal 
health care program performed in the base year, there will be no sharing of 
cost savings for the additional procedures. 

• To minimize the surgeons’ financial incentive to steer more costly patients to 
other hospitals, the case severity, ages, and payors of the patient population 
treated under the Proposed Arrangement will be monitored by a committee 
composed of representatives of the Requestors, using generally-accepted 
standards. If there are significant changes from historical measures, the 
surgeon at issue will be terminated fi'om participation in the Proposed 
Arrangement. 


®The current year will be the twelve-month term of the contract for which the 
Surgical Group will be compensated under the Proposed Arrangement. 

^The “base year” will be the twelve months preceding the effective date of the 
contract. For purposes of this opinion, the Proposed Arrangement is limited to the one- 
year term of the contract; accordingly, this opinion is without force and effect with 
respect to any future renewal or extension of the Proposed Arrangement. 
Notwithstanding, we note that any renewal or extension of the Proposed Arrangement 
should incorporate updated base year costs. 
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• The aggregate payment to the Surgical Group will not exceed 50% of the 
projected cost savings identified in the Practice Patterns Report. 

The Hospital and the Surgical Group will document the activities and the payment 
methodology under the Proposed Arrangement and will make the documentation available 
to the Secretary of the United States Department of Health and Human Services, upon 
request. In addition, the Hospital and the Surgical Group will disclose the Proposed 
Arrangement to the patient, including the fact that the Surgical Group’s compensation is 
based on a percentage of the Hospital’s cost savings. The disclosure will be made to the 
patient before the patient is admitted to the Hospital for a procedure covered by the 
Proposed Arrangement; if pre-admission disclosure is impracticable fe.g. . the patient is 
admitted for an unscheduled procedure or the need for the procedure is determined after 
admission), the disclosure will be made before the patient consents to the surgery. The 
disclosures will be in uriting, and patients will ha\ e an opportimity. if desired, to review 
details of the Proposed Arrangement, including the specific cost savings measures 
applicable to the patient’s surgery. 

II. LFX;AL ANALYSIS 

Arrangements like the Proposed Arrangement are designed to align incentives by otTering 
physicians a portion of a hospital’s cost savings in exchange for implementing cost saving 
strategies. Under the current reimbursement system, the burden of these costs falls on 
hospitals, not physicians. Payments to physicians based on cost savings may be intended 
to moti\ ate them to reduce hospital costs associated w ith procedures performed by 
physiciaas at the hospitals. 

Properly structured, arrangements that share cost sa\’ings can serve legitimate business and 
medical purposes. Specifically, properly structured arrangements may increase efficiency 
and reduce waste, thereby potentially inaeasing a hospital’s profitability. However, such 
arrangements can potentially influence physician judgment to the detriment of patient care. 
Our concerns include, but are not limited to, the follow ing: 

(i) stinting on patient care; (ii) “cherry picking” healthy patients and steering sicker (and 
more costly) patients to hospitals that do not offer such arrangements; (iii) payments in 
exchange for patient referrals; and (iv) unfair competition (a “race to the bottom”) among 
hospitals offering cost savings programs to foster physician loyalty and to attract more 
referrals. 

Hospital cost savings programs in general, and the Proposed Arrangement in particular, 
may implicate at least three Federal legal authorities; (i) the civil monetary penalty for 
reductions or limitations of direct patient care services provided to Federal health care 
program beneficiaries, sections 1 128A(bXl)-(2) of the Act; (ii) the anti-kickback statute, 
section 1 128B(b) of the Act; and (iii) the physician self-referral law, section 1877 of the 
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Act.^ We address the first two of these authorities; section 1877 of the Act falls outside 
the scope of the OIG’s advisory opinion authority. We express no opinion on the 
application of section 1877 of the Act to the Proposed Arrangement. 

A. The Civil Monetary Penalty, Sections 1128A(b)(l)-(2) of the Act 

Sections 1 128A(b)(l)-(2) of the Act establish a civil monetary penalty (“CMP”) against 
any hospital or critical access hospital that knowingly makes a payment directly or 
indirectly to a physician (and any physician that receives such a payment) as an 
inducement to reduce or limit items or services to Medicare or Medicaid beneficiaries 
under the physician’s direct care. Hospitals that make (and physicians that receive) such 
payments are liable for CMPs of up to $2,000 per patient covered by the payments. See 
id. There is no requirement that the prohibited payment be tied to a specific patient or to a 
reduction in medically necessary care. The CMP applies only to reductions or limitations 
of items or services provided to Medicare and Medicaid fee-for-service beneficiaries.® 

The CMP prohibits payments by hospitals to physicians that may induce physicians to 
reduce or limit items or services furnished to their Medicare and Medicaid patients. A 
threshold inquiry is whether the Proposed Arrangement will induce physicians to reduce or 
limit items or services. Given the specificity of the Proposed Arrangement, it is possible 
to review the proposed opportunities for savings individually and evaluate their potential 
impact on patient care. 

Having reviewed the twenty-nine individual recommendations, we conclude that, except 
for the unopened surgical tray items and the product substitutions (discussed in more detail 
below), the recommendations implicate the CMP. Simply put, with respect to the 
recommendations regarding the disposable cell saver components, the blood cross- 
matching, and the standardization of devices, the Proposed Arrangement constitutes an 
inducement to reduce or limit the current medical practice at the Hospital. We recognize 
that the current medical practice may involve care that exceeds the requirements of 


^In addition, nonprofit hospital arrangements raise issues of private inurement and 
private benefit under the Internal Revenue Service’s income tax regulations in connection 
with section 501(c)(3) of the Internal Revenue Code. See Rev. Rul. 69-383, 1969-2 C.B. 
113. We express no opinion on the application of the Internal Revenue Code to the 
Proposed Arrangement. 

^Physician incentive arrangements related to Medicare risk-based managed care 
contracts, similar Medicaid contracts, and Medicare Advantage plans (formerly Medicare 
+ Choice) are subject to regulation by the Secretary pursuant to sections 1 876(i)(8), 
1903(m)(2)(A)(x), and 1852(j)(4) of the Act (respectively), in lieu of being subject to 
sections 1 128A(b)(l)-(2). See OIG letter regarding hospital-physician incentive plans for 
Medicare and Medicaid beneficiaries enrolled in managed care plans (dated August 19, 

1 999), available at http: oig.hhs.gov fraud docs alertsandbulletins gsletter.htm. See also 
42 C.F.R. § 417.479 (Medicare HMOs or competitive medical plans); 42 C.F.R. § 
422.208 (Medicare Advantage plans); 42 C.F.R. § 438.6 (Medicaid risk plans). 
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medical necessity. However, whether the current medical practice reflects necessity or 
prudence is irrelevant for purposes of the CMP. 

With respect to the recommendations regarding “open as needed” surgical tray items and 
product substitutions, we reach a different conclusion. To the extent that the sole delay in 
providing items or services is the insubstantial time it takes to open a package of supplies 
readily available in the operating room, we believe there will be no perceptible reduction 
or limitation in the provision of items or services to patients sufficient to trigger the CMP. 
However, this conclusion does not apply to the disposable cell saver components. 

Because the cell saver components must be attached to the machine and the machine must 
be started up, there will be an additional delay in the cell saver’s availability beyond 
merely opening the disposable components. Accordingly, we conclude that the cell saver 
incentive is subject to the statutory proscription of the CMP. With respect to the specific 
product substitution recommendations, the identified substitutions will have no 
appreciable clinical significance; therefore, we believe there will be no perceptible 
reduction or limitation in the provision of items or services to patients sufficient to trigger 
the CMP. 

In sum, while the recommendations for the “open as needed” surgical tray items and the 
specific product substitutions do not run afoul of the CMP, we find that the CMP would 
apply to the remaining recommendations involving the cell saver components, blood 
cross-matching, and the standardization of devices. Notwithstanding, the Proposed 
Arrangement has several features that, in combination, provide sufficient safeguards so 
that we would not seek sanctions against the Requestors under sections 1 128A(b)(l)-(2) of 
the Act. 

First , the specific cost-saving actions and resulting savings are clearly and separately 
identified. The transparency of the Proposed Arrangement will allow for public scrutiny 
and individual physician accountability for any adverse effects of the Proposed 
Arrangement, including any difference in treatment among patients based on nonclinical 
indicators. The transparency of the incentives for specific actions and specific procedures 
will also facilitate accountability through the medical-legal professional liability system. 

Second , the Requestors have proffered credible medical support for the position that 
implementation of the recommendations will not adversely affect patient care. The 
Proposed Arrangement will be periodically reviewed by the Requestors to confirm that the 
Proposed Arrangement is not having an adverse impact on clinical care.'° 


’®We have had the Proposed Arrangement reviewed by an independent medical 
expert, as well as a government medical expert. Both have concluded that the proposed 
cost savings measures, as described in the advisory opinion request and supplemental 
submissions, should not adversely affect patient care. For purposes of this opinion, 
however, we rely solely on the Requestors’ certifications and nothing in this advisory 
opinion should be construed as an endorsement or conclusion as to the medical propriety 
of the specific activities being undertaken as part of the Proposed Arrangement. 
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Third, the payments under the Proposed Arrangement are based on all surgeries regardless 
of the patients’ insurance coverage, subject to the cap on payment for Federal health care 
program procedures. Moreover, the surgical procedures to which the Proposed 
Arrangement applies are not disproportionately performed on Federal health care program 
beneficiaries. Additionally, the cost savings are calculated on the Hospital’s actual out-of- 
pocket acquisition costs, not an accounting convention. 

Fourth , the Proposed Arrangement protects against inappropriate reductions in services by 
utilizing objective historical and clinical measures to establish baseline thresholds beyond 
which no savings accrue to the Surgical Group. The Requestors have certified that these 
baseline measures are reasonably related to the Hospital’s or comparable hospitals’ 
practices and patient populations. These safeguards are action-specific and not simply 
based on isolated patient outcome data unrelated to the specific changes in operating room 
practices. 

Fifth , the product standardization portion of the Proposed Arrangement further protects 
against inappropriate reductions in services by ensuring that individual physicians will still 
have available the same selection of devices after implementation of the Proposed 
Arrangement as before. The Proposed Arrangement is designed to produce savings 
through inherent clinical and fiscal value and not from restricting the availability of 
devices. 

Sixth , the Hospital and the Surgical Group will provide written disclosures of their 
involvement in the Proposed Arrangement to patients whose care may be affected by the 
Proposed Arrangement and will provide patients an opportunity to review the cost savings 
recommendations prior to admission to the Hospital (or, where pre-admission consent is 
impracticable, prior to consenting to surgery). While we do not believe that, standing 
alone, such disclosures offer sufficient protection from program or patient abuse, effective 
and meaningful disclosure offers some protection against possible abuses of patient trust." 

Seventh , the financial incentives under the Proposed Arrangement are reasonably limited 
in duration and amount. 

Eighth , because the Surgical Group’s profits are distributed to its members on a per capita 
basis, any incentive for an individual surgeon to generate disproportionate cost savings is 
mitigated. 

Our decision not to impose sanctions on the Requestors in connection with the Proposed 
Arrangement is an exercise of our discretion and is consistent with our Special Advisory 
Bulletin on “Gainsharing Arrangements and CMPs for Hospital Payments to Physicians to 
Reduce or Limit Services to Beneficiaries” (July 1999) (the “Special Advisory Bulletin”). 


''Ordinarily, we would expect patient disclosiu’es to be coupled with patient 
satisfaction surveys that closely monitor patient perceptions of their care. However, in 
the context of the Proposed Arrangement, which focuses on items used in operating 
rooms, we believe that patient satisfaction surveys would not be effective. 
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We reiterate that the CMP applies to any payment by a hospital to a physician that is 
intended to induce the reduction or limitation of items or services to Medicare or Medicaid 
patients under the physician’s direct clinical care. The Proposed Arrangement is markedly 
different from many “gainsharing” plans, particularly those that purport to pay physicians 
a percentage of generalized cost savings not tied to specific, identifiable cost-lowering 
activities. Importantly, the Proposed Arrangement sets out the specific actions to be taken 
and ties the remuneration to the actual, verifiable cost savings attributable to those actions. 
This transparency allows an assessment of the likely effect of the Proposed Arrangement 
on quality of care and ensures that the identified actions will be the cause of the savings. 

By contrast, many gainsharing plans contain features that heighten the risk that payments 
will lead to inappropriate reductions or limitations of services. These features include, but 
are not limited to, the following: 

• There is no demonstrable direct connection between individual actions and 
any reduction in the hospital’s out-of-pocket costs (and any corresponding 
“gainsharing” payment). 

• The individual actions that would give rise to the savings are not identified 
with specificity. 

• There are insufficient safeguards against the risk that other, unidentified 
actions, such as premature hospital discharges, might actually account for 
any “savings.” 

• The quality of care indicators are of questionable validity and statistical 
significance. 

• There is no independent verification of cost savings, quality of care 
indicators, or other essential aspects of the arrangement. 

Simply put, many “gainsharing” plans present substantial risks for both patient and 
program abuse - risks that are not present in the Proposed Arrangement. Given the limited 
duration and scope of the Proposed Arrangement, the safeguards provide sufficient 
protections against patient and program abuse. Other arrangements, including those that 
are longer in duration or more expansive in scope than the Proposed Arrangement, are 
likely to require additional or different safeguards. 

B. The Anti-Kickback Statute 

The anti-kickback statute makes it a criminal offense knowingly and willfully to offer, 
pay, solicit, or receive any remuneration to induce or reward referrals of items or services 
reimbursable by a Federal health care program. See section 1 128B(b) of the Act. Where 
remuneration is paid purposefully to induce or reward referrals of items or services 
payable by a Federal health care program, the anti-kickback statute is violated. By its 
terms, the statute ascribes criminal liability to parties on both sides of an impermissible 
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“kickback” transaction. For purposes of the anti-kickback statute, “remuneration” 
includes the transfer of anything of value, directly or indirectly, overtly or covertly, in cash 
or in kind. 

The statute has been interpreted to cover any arrangement where one purpose of the 
remuneration was to obtain money for the referral of services or to induce further referrals. 
United States v. Kats. 871 F.2d 105 (9th Cir. 1989); United States v. Greber. 760 F.2d 68 
(3d Cir.), cert, denied . 474 U.S. 988 (1985). Violation of the statute constitutes a felony 
punishable by a maximum fine of $25,000, imprisonment up to five years, or both. 
Conviction will also lead to automatic exclusion from Federal health care programs, 
including Medicare and Medicaid. Where a party commits an act described in section 
1 128B(b) of the Act, the OIG may initiate administrative proceedings to impose civil 
monetary penalties on such party under section 1 128A(a)(7) of the Act. The OIG may 
also initiate administrative proceedings to exclude such party from the Federal health care 
programs under section 1 128(b)(7) of the Act. 

The Department of Health and Human Services has promulgated safe harbor regulations 
that define practices that are not subject to the anti-kickback statute because such practices 
would be unlikely to result in fraud or abuse. See 42 C.F.R. § 1001.952. The safe harbors 
set forth specific conditions that, if met, assure entities involved of not being prosecuted or 
sanctioned for the arrangement qualifying for the safe harbor. However, safe harbor 
protection is afforded only to those arrangements that precisely meet all of the conditions 
set forth in the safe harbor. 

The safe harbor for personal services and management contracts, 42 C.F.R. §100 1.952(d), 
is potentially applicable to the Proposed Arrangement. In relevant part for purposes of this 
advisory opinion, the personal services safe harbor requires that the aggregate 
compensation paid for the services be set in advance and consistent with fair market value 
in arm’s-length transactions. The Proposed Arrangement would not fit in the safe harbor 
because the Surgical Group will be paid on a percentage basis, and thus the compensation 
would not be set in advance. However, the absence of safe harbor protection is not fatal. 
Instead, the Proposed Arrangement must be subject to case-by-case evaluation. 

Like any compensation arrangement between a hospital and a physician who admits or 
refers patients to such hospital, we are concerned that the Proposed Arrangement could be 
used to disguise remuneration from the Hospital to reward or induce referrals by the 
Surgical Group. Specifically, the Proposed Arrangement could encourage the surgeons to 
admit Federal health care program patients to the Hospital, since the surgeons would 
receive not only their Medicare Part B professional fee, but also, indirectly, a share of the 
Hospital’s payment, depending on cost savings. In other words, the more procedures a 
surgeon performs at the Hospital, the more money he or she is likely to receive under the 
Proposed Arrangement. 

While we believe the Proposed Arrangement could result in illegal remuneration if the 
requisite intent to induce referrals were present, we would not impose sanctions in the 
particular circumstances presented here and as qualified below. 
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First, the circumstances and safeguards of the Proposed Arrangement reduce the likelihood 
that the arrangement will be used to attract referring physicians or to increase referrals 
from existing physicians. Specifically, participation in the Proposed Arrangement will be 
limited to surgeons already on the medical staff, thus limiting the likelihood that the 
Proposed Arrangement will attract other surgeons. In addition, the potential savings 
derived from procedures for Federal health care program beneficiaries will be capped 
based on the prior year’s admissions of Federal health care program beneficiaries. Finally, 
the contract term will be limited to one year, reducing any incentive to switch facilities, 
and admissions will be monitored for changes in severity, age, or payor. Thus, while the 
incentive to refer will not necessarily be eliminated, it will be substantially reduced. 

Second , the structure of the Proposed Arrangement eliminates the risk that the Proposed 
Arrangement will be used to reward cardiologists or other physicians who refer patients to 
the Surgical Group or its surgeons. The Surgical Group is the sole participant in the 
Proposed Arrangement and is composed entirely of cardiac surgeons; no cardiologists or 
other physicians are members of the Surgical Group or share in its profit distributions. 
Within the Surgical Group, profits are distributed to its members on a per capita basis, 
mitigating any incentive for an individual surgeon to generate disproportionate cost 
savings. 

Third , the Proposed Arrangement sets out with specificity the particular actions that will 
generate the cost savings on which the payments are based. While many of the 
recommendations in the Practice Patterns Report are simple common sense, they do 
represent a change in operating room practice, for which the surgeon is responsible and 
will have liability exposure. While most of the recommendations would appear to present 
minimal risk, the preparation of the ceil saver, blood cross-matching, and product 
standardization each carry some increased liability risk for the physicians. It is not 
unreasonable for the surgeon to receive compensation for the increased risk from the 
proposed change in practice. Moreover, the payments will represent a portion of one 
year’s worth of cost savings and will be limited in amount (i.e.. the aggregate cap), 
duration (k^, the limited contract term), and scope (i^, the total savings that can be 
achieved from the implementation of any one recommendation are limited by appropriate 
utilization levels). The payments under the Proposed Arrangement do not appear 
unreasonable, given, among other things, the nature of the actions required of the 
physicians to implement the twenty-nine recommended actions, the specificity of the 
payment formula, and the cap on total remuneration to the Surgical Group. We caution 
that payments of 50% of cost savings in other arrangements, including multi-year 
arrangements or arrangements with generalized cost savings formulae, could well lead to a 
different result. 


'^We are precluded by statute from opining on whether fair market value shall be 
or was paid for goods, services, or property. See 42 U.S.C. § 1320a-7d(b)(3)(A). While 
the Requestors have certified that the payments under the Proposed Arrangement are 
consistent with fair market value, we do not rely on that certification in this opinion, nor 
have we have made an independent fair market value assessment. 
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In light of these circumstances and safeguards, the Proposed Arrangement poses a low risk 
of fraud or abuse under the anti-kickback statute. 

III. c:oNCLirsioN 

Notwithstanding the foregoing, we reiterate our concerns regarding many arrangements 
between hospitals and physicians to share cost savings. Improperly designed or 
implemented arrangements risk adversely affecting patient care and could be vehicles to 
disguise payments for referrals. For example, an arrangement that cannot be adequately 
and accurately measured for quality of care would pose a high risk of fraud or abuse, as 
would one that rewards physicians based on overall cost savings without accountability for 
specific cost reduction measures. Moreover, arrangements structured so as to pose a 
heightened potential for patient steering and unfair competition would be considered 
suspect. In short, this opinion is predicated on the specific arrangement posed by the 
Requestors and is limited to that specific arrangement. Other apparently similar 
arrangements could raise different concerns and lead to a different result. 

Based on the facts certified in your request for an advisory opinion and supplemental 
submissions, we conclude: (i) the Proposed Arrangement would constitute an improper 
payment to induce reduction or limitation of serv ices pursuant to sections 1 128A(b)(l )-(2) 
of the Act, but that the OIG would not impose sanctions under sections 1 128A(b)(l)-(2) 
on the Requestors in connection with the Proposed Arrangement; and (ii) the Proposed 
Arrangement would potentially generate prohibited remuneration under the anti-kickback 
statute, if the requisite intent to induce or reward referrals of Federal health care program 
business were present, but that the OIG would not impose administrative sanctions on the 
Requestors under sections 1 128(b)(7) or 1 128A(aX7) of the Act (as those sections relate to 
the commission of acts described in section 1 128B(b) of the Act) in connection with the 
Proposed Arrangement. 

IV. LIMITATIONS 

The limitations applicable to this opinion include the following: 

• This advisory opinion is issued only to [names redacted], the requestors of this 
opinion. This advisory opinion has no application to, and cannot be relied 
upon by, any other individual or entity. 

• This advisory opinion may not be introduced into evidence in any matter 
involving an entity or individual that is not a requestor to this opinion. 

• This advisory opinion is applicable only to the statutory provisions specifically 
noted above. No opinion is expressed or implied herein with respect to the 
application of any other Federal, state, or local statute, rule, regulation. 
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ordinance, or other law that may be applicable to the Proposed Arrangement, 
including, without limitation, the physician self-referral law, section 1877 of the 
Act. 

• This advisory opinion will not bind or obligate any agency other than the U.S. 
Department of Health and Human Sen ices. 

• This advisory opinion is limited in scope to the specific arrangement described 
in this letter and has no applicability to other arrangements, even those that 
appear similar in nature or scope. 

• No opinion is expressed herein regarding the liability of any party under the 
False Claims Act or other legal authorities for any improper billing, claims 
submission, cost reporting, or related conduct. 

This opinion is also subject to any additional limitations set forth at 42 C.F.R. Part 1008. 

The OIG will not proceed against the Requestors with respect to any action that is part of the 
Proposed Arrangement taken in good faith reliance upon this advisory opinion, as long as all 
of the material facts have been fully, completely, and accurately presented, and the Proposed 
Arrangement in practice comports with the information provided. The OIG reserv es the right 
to reconsider the questions and issues raised in this advisory opinion and, where the public 
interest requires, to rescind, modify, or terminate this opinion. In the event that this advisory 
opinion is modified or terminated, the OIG will not proceed against the Requestors with 
respect to any action taken in good faith reliance upon this advisory opinion, where all of the 
relevant facts were fully, completely, and accurately presented, and where such action was 
promptly discontinued upon notification of the modification or termination of this advisory 
opinion. An advisory opinion may be rescinded only if the relevant and material facts have 
not been lully, completely, and accurately disclosed to the OIG. 


Sincerely, 

/s/ 


(Appendix A Redacted] 


Lewis Morris 

Chief Counsel to the Inspector General 
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DEPARTMENT OF HEALTH AND HIMAN SERV ICES Office of iDspecior General 


Washington. D.C. 20201 


[IVe redact certain identifying information and certain potentially privileged, 
confidential, or proprietaiy infoiwation associated with the individual or entity’, unless 
otherwise approved by the requestors.] 

Issued: February 10, 2005 

Posted: February 17, 2005 

[names and addresses redacted] 

Re: OIG Advisory Opinion No. 05-04 

Ladies and Gentlemen: 

We are writing in response to your request for an advisory opinion concerning a proposed 
arrangement in which a hospital will share with each of eight cardiology groups a 
percentage of the hospital’s cost savings arising from the cardiology group’s 
implementation of a number of cost reduction measures in certain cardiac catheterization 
laboratory procedures (the “Proposed Arrangement”). The cost savings will be measured 
based on the cardiologists’ use of spccilic supplies during designated cardiology 
procedures. You have inquired whether the Proposed Arrangement would constitute 
grounds for sanctions arising under: (i) the civil monetary penally for a hospital’s 
payment to a physician to induce reductions or limitations of services to Medicare or 
Medicaid beneficiaries under the physician’s direct care, sections 1 128A(b)(l)-(2) of the 
Social Security Act (the “Act”); or (ii) the exclusion authority at section 1 128(b)(7) of the 
Act or the civil monetary penalty provision at section 1 128A(a)(7) of the Act, as those 
sections relate to the commission of acts described in section 1 128B(b) of the Act, the 
anti-kickback statute. 

You have certified that all of the information provided in your request, including all 
supplementary letters, is true and correct and constitutes a complete description of the 
relevant facts and agreements among the parties. 

In issuing this opinion, we have relied solely on the facts and information presented to us. 
We have not undertaken an independent investigation of such information. This opinion 
is limited to the facts presented. If material facts have not been disclosed or have been 
misrepresented, this opinion is without force and effect. 

Based on the information provided and the totality of the facts as described and certified 
in your request for an advisory opinion and supplemental submissions, we conclude that: 
(i) the Proposed Arrangement would constitute an improper payment to induce reduction 
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or limitation of services pursuant to sections 1 128A(b)(l)-(2) of the Act, but that the 
Office of Inspector General (“OIG”) would not impose sanctions on the requestors of this 
advisory opinion, [names redacted] (collectively, the “Requestors”), in connection with 
the Proposed Arrangement; and (ii) the Proposed Arrangement would potentially generate 
prohibited remuneration under the anti-kickback statute, if the requisite intent to induce or 
reward referrals of Federal health care program business were present, but that the OIG 
would not impose administrative sanctions on the Requestors under sections 1 128(b)(7) 
or 1 128A(a)(7) of the Act (as those sections relate to the commission of acts described in 
section 1 128B(b) of the Act) in connection with the Proposed Arrangement. 

This opinion may not be relied on by any persons other than the Requestors and is further 
qualified as set out in Part IV below and in 42 C.F.R. Part 1008. 

I. FACTUAL BACKGROUND 

A. Parties 

The Hospital [Name redacted] (the “Hospital”) is an acute care hospital in [city and state 
redacted] that offers a broad range of inpatient and outpatient hospital services, including 
cardiac catheterization laboratory services. The Hospital is a participating provider in the 
Medicare and Medicaid programs. 

The Cardiology Groups. [Names redacted] (collectively, the “Cardiology Groups,” and 
individually, where applicable, the “Cardiology Group”) are four professional 
associations and one professional corporation that separately employ cardiologists duly 
licensed in [state redacted] who have active medical staff privileges at the Hospital.^ The 
Cardiology Groups refer patients to the Hospital for inpatient and outpatient hospital 
services. Each Cardiology Group will enter into a separate contract with the Hospital that 
will set forth the projected savings opportunities applicable to the individual cardiology 
group. 

The Program Administrator. The Hospital has engaged [name redacted] (the “Program 
Administrator”) to administer the Proposed Arrangement. The Program Administrator 
will collect data and analyze and manage the Proposed Arrangement.^ The Hospital will 
pay the Program Administrator a monthly fixed fee certified by the Requestors to be fair 
market value in an arm’s-length transaction for services to be provided by the Program 
Administrator under the Proposed Arrangement. The fee will not be tied in any way to 


^The Cardiology Groups have members who also practice at other hospitals in the 
region; however, the Hospital is the primary practice location for most of the cardiologists 
in the Cardiology Groups. 

^The Program Administrator has developed software products that measure cost, 
quality, and utilization on a national basis. The products are certified by both the 
American College of Cardiology and the Society of Thoracic Surgery. 
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cost savings or the Cardiology Groups’ compensation under the Proposed Arrangement. 

B. The Proposed Arrangement 

Under the Proposed Arrangement, the Hospital will pay each Cardiology Group a share of 
the first year cost savings directly attributable to specific changes in each Cardiology 
Group’s cardiac catheterization laboratory practices. The majority of the changes involve 
product standardization for cardiology devices. The Program Administrator conducted a 
study of the historic practices at the Hospital’s cardiac catheterization laboratory and 
identified seventeen specific cost-savings opportunities. The results of the Program 
Administrator’s study of each Cardiology Group and the specific cost-savings 
opportunities for each Group are summarized in a “Practice Patterns Report.”^ The 
Hospital and each Cardiology Group have reviewed the Practice Patterns Report for 
medical appropriateness and each has adopted its recommendations and conclusions. 

In general, the Practice Patterns Report recommends that the Cardiology Groups change 
current cardiac catheterization laboratory practices to curb inappropriate use or waste of 
medical supplies. The seventeen recommendations can be grouped into three categories. 

The first category, involving twelve recommendations, consists of product 
standardization of certain cardiology devices where medically appropriate. The Practice 
Patterns Report recommends that each Cardiology Group standardize the types of cardiac 
catheterization devices (stents, balloons, interventional guidewires and catheters, vascular 
closure, diagnostic devices, pacemakers, and defibrillators) used by the Cardiology 
Group."^ Each Cardiology Group would be required to work in conjunction with the 
Hospital to evaluate and clinically review vendors and products. Each Cardiology Group 
would agree to use the selected products, where medically appropriate, which may require 
additional training or changes in clinical practice. 

The second category, involving three recommendations, consists of limiting the use of 
certain vascular closure devices to an “as needed” basis for inpatient coronary 
interventional procedures and diagnostic procedures. The Requestors have certified that 
the vascular closure devices will be readily available, albeit unopened, in the procedure 
room. The Requestors have certified that the reduction in use of vascular closure devices 
will not adversely affect patient care. 


^The Practice Patterns Report for the Cardiology Groups, dated October 2004, is 
attached to this advisory opinion as Appendix A . The Requestors’ original submission 
included additional cost savings recommendations that posed an unacceptable risk of 
fraud and abuse. The Requestors withdrew those recommendations from the Proposed 
Arrangement. 

■’We note that the Practice Patterns Report identifies with specificity the vendors 
and products at issue. 
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The final category, involving contrast agents, consists of two recommendations to 
substitute, in whole or in part, less costly items for the items currently being used by the 
physicians (hereafter, the “products substitution” recommendations). 

The Proposed Arrangement contains several safeguards intended to protect against 
inappropriate reductions in services. With respect to the “as needed” use of vascular 
closure devices and the products substitution recommendations, the Proposed 
Arrangement would utilize objective historical and clinical measures reasonably related to 
the practices and the patient population at the Hospital and in some cases national 
averages to establish a “floor” beyond which no savings would accrue to any Cardiology 
Group. 

For example, according to the Requestors, the national average for utilization of vascular 
closure devices for stent patients is 15.5%. Vascular closure devices are currently utilized 
at the Hospital on 30% of the cases specified under the Proposed Arrangement. Based 
upon this information, the Program Administrator has set the floor for this 
recommendation at 20% of stent patients. Cardiology Groups will receive no share of 
any savings resulting from the reduction of use of vascular closure devices beyond the 
20% floor. 

For the proposed product substitution recommendations, the Program Administrator has 
identified national averages and historic patterns of use at the Hospital or at hospitals with 
comparable practices and patient populations and has established quality thresholds 
beyond which no cost savings will be credited. For example, the Practice Patterns Report 
indicates that certain less expensive contrast agents could be used in 95% of the cases 
without an adverse impact on patient care.^ Accordingly, any savings from using a less 
expensive contrast agent in more than 95% of the cases will not be credited to the 
Cardiology Groups. 

Importantly, with respect to the product standardization of cardiology devices, the 
Requestors have certified that the individual cardiologists will make a patient-by-patient 
determination of the most appropriate device and the availability of the full range of 
devices will not be compromised by the product standardization. The Requestors have 
further certified that individual physicians will still have available the same selection of 
devices after implementation of the Proposed Arrangement as before and that the 
economies gained through the Proposed Arrangement will result from inherent clinical 
and fiscal value and not from restricting the availability of devices. 

According to the Program Administrator, if implemented in accordance with the Practice 
Patterns Report’s specifications, the seventeen recommendations would present 
substantial cost savings opportunities for the Hospital without adversely impacting the 
quality of patient care. 


^We note that the Practice Patterns Report identifies with specificity the product 
subsitutions at issue. 
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The Hospital will enter into a separate contract with each Cardiology Group that will 
specify the historic costs, base year costs, and projected cost-savings opportunities 
applicable to the group resulting from implementation of the seventeen recommendations 
in the Practice Patterns Report. Under each contract, the Hospital will pay the contracting 
Cardiology Group 50% of the cost savings for a period of one year. At the end of the 
year, cost savings will be calculated separately for each of the seventeen 
recommendations for each Group; this will preclude shifting of cost savings and ensure 
that savings generated by utilization beyond the set targets, as applicable, will not be 
credited to each Cardiology Group. This payment will constitute the entire compensation 
paid to each Cardiology Group for services performed under the individual contracts 
memorializing the Proposed Arrangement. The payment to each Cardiology Group will 
be calculated using the same formula. For purposes of calculating the payment to each 
Cardiology Group, the actual costs incurred for the items specified in the seventeen 
recommendations when used by cardiologists in the C ardiology Group during the 
specified procedures (the “current year costs’”^) will be subtracted from the historic costs 
for the same items when used during comparable procedures in the base year (the “base 
year costs”’). The current year costs will be adjusted to account for any inappropriate 
reductions in use of items beyond the targets set in the Practice Patterns Report. The 
payment to each Cardiology Group will be 50% of the difference between its adjusted 
current year costs and base year costs, if any. 

The Hospital will make an aggregate payment to each Cardiology Group, all of which 
distribute profits to their members on a per capita basis. Payments to each Cardiology 
Group will also be subject to the following limitations: 

• If the volume of procedures payable by a Federal health care program in the 
current year exceeds the volume of like procedures payable by a Federal 
health care program performed in the base year, there will be no sharing of 
cost savings for the additional procedures. 

• To minimize the cardiologists’ financial incentive to steer more costly 
patients to other hospitals, the case severity, ages, and payors of the patient 
population treated under the Proposed Arrangement will be monitored by a 
committee composed of representatives of the Requestors, using generally- 
accepted standards. If there are significant changes from historical 


®The current year will be the twelve-month term of the contract for which each of 
the Cardiology Groups will be compensated under the Proposed Arrangement. 

’The “base year” will be the twelve months preceding the effective date of the 
contract. For purposes of this opinion, the Proposed Arrangement is limited to the one- 
year term of the contract; accordingly, this opinion is without force and effect with 
respect to any future renewal or extension of the Proposed Arrangement. 
Notwithstanding, we note that any renewal or extension of the Proposed Arrangement 
should incorporate updated base year costs. 
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measures, the cardiologist at issue will be terminated from participation in 
the Proposed Arrangement. 

• The aggregate payment to each Cardiology Group will not exceed 50% of 
the projected cost savings identified in the Practice Patterns Report. 

The Hospital and the Cardiology Groups will document the activities and the payment 
methodology under the Proposed Arrangement and will make the documentation 
available to the Secretary of the United States Department of Health and Human Services, 
upon request. In addition, the Hospital and the Cardiology Groups will disclose the 
Proposed Arrangement to the patient, including the fact that the Cardiology Groups’ 
compensation is based on a percentage of the Hospital’s cost savings. The disclosure will 
be made to the patient before the patient is admitted to the Hospital for a procedure 
covered by the Proposed Arrangement; if pre-admission disclosure is impracticable (e.g .. 
the patient is admitted for an unscheduled procedure or the need for the procedure is 
determined after admission), the disclosure will be made before the patient consents to the 
procedure. The disclosures will be in writing, and patients will have an opportunity, if 
desired, to review details of the Proposed Arrangement, including the specific cost 
savings measures applicable to the patient’s procedure. 

II. LEGAL ANALYSIS 

Arrangements like the Proposed Arrangement are designed to align incentives by offering 
physicians a portion of a hospital’s cost savings in exchange for implementing cost saving 
strategies. Under the current reimbursement system, the burden of these costs falls on 
hospitals, not physicians. Payments to physicians based on cost savings may be intended 
to motivate them to reduce hospital costs associated with procedures performed by 
physicians at the hospitals. 

Properly structured, arrangements that share cost savings can serve legitimate business 
and medical purposes. Specifically, properly structured arrangements may increase 
efficiency and reduce waste, thereby potentially increasing a hospital’s profitability. 
However, such arrangements can potentially influence physician judgment to the 
detriment of patient care. Our concerns include, but are not limited to, the following: 

(i) stinting on patient care; (ii) “cherry picking” healthy patients and steering sicker (and 
more costly) patients to hospitals that do not offer such arrangements; (iii) payments in 
exchange for patient referrals; and (iv) unfair competition (a “race to the bottom”) among 
hospitals offering cost savings programs to foster physician loyalty and to attract more 
referrals. 

Hospital cost savings programs in general, and the Proposed Arrangement in particular, 
may implicate at least three Federal legal authorities: (i) the civil monetary penalty for 
reductions or limitations of direct patient care serv'ices provided to Federal health care 
program beneficiaries, sections 1 128A(b)(l)-(2) of the Act; (ii) the anti-kickback statute, 
section 1 128B(b) of the Act; and (iii) the physician self-referral law, section 1877 of the 
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Act.® We address the first two of these authorities; section 1877 of the Act falls outside 
the scope of the OIG’s advisory opinion authority. We express no opinion on the 
application of section 1877 of the Act to the Proposed Arrangement. 

A. The Civil Monetary Penalty, Sections 1128A(b)(l)-(2) of the Act 

Sections 1 128A(b)(l)-(2) of the Act establish a civil monetary penalty (“CMP”) against 
any hospital or critical access hospital that knowingly makes a payment directly or 
indirectly to a physician (and any physician that receives such a payment) as an 
inducement to reduce or limit items or services to Medicare or Medicaid beneficiaries 
under the physician’s direct care. Hospitals that make (and physicians that receive) such 
payments are liable for CMPs of up to $2,000 per patient covered by the payments. See 
id. There is no requirement that the prohibited payment be tied to a specific patient or to 
a reduction in medically necessary care. The CMP applies only to reductions or 
limitations of items or services provided to Medicare and Medicaid fee-for-service 
beneficiaries.® 

The CMP prohibits payments by hospitals to physicians that may induce physicians to 
reduce or limit items or services furnished to their Medicare and Medicaid patients. A 
threshold inquiry is whether the Proposed Arrangement will induce physicians to reduce 
or limit items or services. Given the specificity of the Proposed Arrangement, it is 
possible to review the proposed opportunities for savings individually and evaluate their 
potential impact on patient care. 

Having reviewed the seventeen recommendations, we conclude that all of the 
recommendations implicate the CMP. Simply put, the recommendations under the 
Proposed Arrangement regarding standardization of devices, limitations on the use of 
vascular closure devices, and products substitution constitute an inducement to reduce or 
limit the current medical practice at the Hospital. Thus, we find that the CMP would 


Tn addition, nonprofit hospital arrangements raise issues of private inurement and 
private benefit under the Internal Revenue Service’s income tax regulations in connection 
with section 501(c)(3) of the Internal Revenue Code. See Rev. Rul. 69-383, 1969-2 C.B. 
113. We express no opinion on the application of the Internal Revenue Code to the 
Proposed Arrangement. 

^Physician incentive arrangements related to Medicare risk-based managed care 
contracts, similar Medicaid contracts, and Medicare Advantage plans (formerly Medicare 
+ Choice) are subject to regulation by the Secretary pursuant to sections 1876(i)(8), 
1903(m)(2)(A)(x), and 1852(j)(4) of the Act (respectively), in lieu of being subject to 
sections 1 128A(b)(l)-(2). See OIG letter regarding hospital-physician incentive plans for 
Medicare and Medicaid beneficiaries enrolled in managed care plans (dated August 19, 
1999), available at http://oig.hhs.gov/fraud/docs/alertsandbulletins/gsletter.htm. See also 
42 C.F.R. § 417.479 (Medicare HMOs or competitive medical plans); 42 C.F.R. § 
422.208 (Medicare Advantage plans); 42 C.F.R. § 438.6 (Medicaid risk plans). 
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apply to the Proposed Arrangement. We recognize that the current medical practice may 
involve care that exceeds the requirements of medical necessity. However, whether the 
current medical practice reflects necessity or prudence is irrelevant for purposes of the 
CMP. 

Notwithstanding, the Proposed Arrangement has several features that, in combination, 
provide sufficient safeguards so that we would not seek sanctions against the Requestors 
under sections 1 128A(b)(l)-(2) of the Act. 

First, the specific cost-saving actions and resulting savings are clearly and separately 
identified. The transparency of the Proposed Arrangement will allow for public scrutiny 
and individual physician accountability for any adverse effects of the Proposed 
Arrangement, including any difference in treatment among patients based on nonclinical 
indicators. The transparency of the incentives for specific actions and specific procedures 
will also facilitate accountability through the medical-legal professional liability system. 

Second , the Requestors have proffered credible medical support for the position that 
implementation of the recommendations will not adversely affect patient care. The 
Proposed Arrangement will be periodically reviewed by the Requestors to confirm that 
the Proposed Arrangement is not having an adverse impact on clinical care.*® 

Third , the payments under the Proposed Arrangement are based on all procedures 
performed, regardless of the patients’ insurance coverage, subject to the cap on payment 
for Federal health care program procedures. Moreover, the procedures to which the 
Proposed Arrangement applies are not disproportionately performed on Federal health 
care program beneficiaries. Additionally, the cost savings are calculated on the 
Hospital’s actual out-of-pocket acquisition costs, not an accounting convention. 

Fourth , the Proposed Arrangement protects against inappropriate reductions in services 
by utilizing objective historical and clinical measures to establish baseline thresholds 
beyond which no savings accrue to the Cardiology Groups. The Requestors have 
certified that these baseline measures are reasonably related to the Hospital’s or 
comparable hospitals’ practices and patient populations. These safeguards are action- 
specific and not simply based on isolated patient outcome data unrelated to the specific 
changes in catheterization laboratory practices. 

Fifth , the product standardization portion of the Proposed Arrangement further protects 


‘°We have had the Proposed Arrangement reviewed by an independent medical 
expert, as well as a government medical expert, who both concluded that the proposed 
cost savings measures, as described in the advisory opinion request and supplemental 
submissions, should not adversely affect patient care. For purposes of this opinion, 
however, we rely solely on the Requestors’ certifications and nothing in this advisory 
opinion should be construed as an endorsement or conclusion as to the medical propriety 
of the specific activities being undertaken as part of the Proposed Arrangement. 
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against inappropriate reductions in services by ensuring that individual physicians will 
still have available the same selection of devices after implementation of the Proposed 
Arrangement as before. The Proposed Arrangement is designed to produce savings 
through inherent clinical and fiscal value and not from restricting the availability of 
devices. 

Sixth , the Hospital and the Cardiology Groups will provide written disclosures of their 
involvement in the Proposed Arrangement to patients whose care may be affected by the 
Proposed Arrangement and will provide patients an opportunity to review the cost savings 
recommendations prior to admission to the Hospital (or, where pre-admission consent is 
impracticable, prior to consenting to the procedure). While we do not believe that, 
standing alone, such disclosures offer sufficient protection from program or patient abuse, 
effective and meaningful disclosure offers some protection against possible abuses of 
patient trust.’’ 

Seventh , the financial incentives under the Proposed Arrangement are reasonably limited 
in duration and amount. 

Eighth , because each Cardiology Group’s profits are distributed to its members on a 
per capita basis, any incentive for an individual cardiologist to generate disproportionate 
cost savings is mitigated. 

Our decision not to impose sanctions on the Requestors in connection with the Proposed 
Arrangement is an exercise of our discretion and is consistent with our Special Advisory 
Bulletin on “Gainsharing Arrangements and CMPs for Hospital Payments to Physicians 
to Reduce or Limit Services to Beneficiaries” (July 1999) (the “Special Advisory 
Bulletin”). We reiterate that the CMP applies to any payment by a hospital to a physician 
that is intended to induce the reduction or limitation of items or services to Medicare or 
Medicaid patients under the physician’s direct clinical care. The Proposed Arrangement 
is markedly different from many “gainsharing” plans, particularly those that purport to 
pay physicians a percentage of generalized cost savings not tied to specific, identifiable 
cost-lowering activities. Importantly, the Proposed Arrangement sets out the specific 
actions to be taken and ties the remuneration to the actual, verifiable cost savings 
attributable to those actions. This transparency allows an assessment of the likely effect 
of the Proposed Arrangement on quality of care and ensures that the identified actions 
will be the cause of any savings. 

By contrast, many gainsharing plans contain features that heighten the risk that payments 
will lead to inappropriate reductions or limitations of services. These features include, 


’’Ordinarily, we would expect patient disclosures to be coupled with patient 
satisfaction surveys that closely monitor patient perceptions of their care. However, in 
the context of the Proposed Arrangement, which focuses on items used in the 
catheterization laboratory, we believe that patient satisfaction surveys would not be 
effective. 
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but are not limited to, the following: 

• There is no demonstrable direct connection between individual actions and 
any reduction in the hospital’s out-of-pocket costs (and any corresponding 
“gainsharing” payment). 

• The individual actions that would give rise to the savings are not identified 
with specificity. 

• There are insufficient safeguards against the risk that other, unidentified 
actions, such as premature hospital discharges, might actually account for 
any “savings.” 

• The quality of care indicators are of questionable validity and statistical 
significance. 

• There is no independent verification of cost savings, quality of care 
indicators, or other essential aspects of the arrangement. 

Simply put, many “gainsharing” plans present substantial risks for both patient and 
program abuse - risks that are not present in the Proposed Arrangement. Given the 
limited duration and scope of the Proposed Arrangement, the safeguards provide 
sufficient protections against patient and program abuse. Other arrangements, including 
those that are longer in duration or more expansive in scope than the Proposed 
Arrangement, are likely to require additional or different safeguards. 

B. The Anti-Kickback Statute 

The anti-kickback statute makes it a criminal offense knowingly and willfully to offer, 
pay, solicit, or receive any remuneration to induce or reward referrals of items or services 
reimbursable by a Federal health care program. See section 1 128B(b) of the Act. Where 
remuneration is paid purposefully to induce or reward referrals of items or services 
payable by a Federal health care program, the anti-kickback statute is violated. By its 
terms, the statute ascribes criminal liability to parties on both sides of an impermissible 
“kickback” transaction. For purposes of the anti-kickback statute, “remuneration” 
includes the transfer of anything of value, directly or indirectly, overtly or covertly, in 
cash or in kind. 

The statute has been interpreted to cover any arrangement where one purpose of the 
remuneration was to obtain money for the referral of services or to induce further 
referrals. United States v. Kats. 871 F.2d 105 (9th Cir. 1989); United States v. Greber. 
760 F.2d 68 (3d Cir.), cert, denied . 474 U.S. 988 (1985). Violation of the statute 
constitutes a felony punishable by a maximum fine of $25,000, imprisonment up to five 
years, or both. Conviction will also lead to automatic exclusion from Federal health care 
programs, including Medicare and Medicaid. Where a party commits an act described in 
section 1 128B(b) of the Act, the OIG may initiate administrative proceedings to impose 
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civil monetary penalties on such party under section 1 128A(a)(7) of the Act. The OIG 
may also initiate administrative proceedings to exclude such party from the Federal health 
care programs under section 1 128(b)(7) of the Act. 

The Department of Health and Human Services has promulgated safe harbor regulations 
that define practices that are not subject to the anti-kickback statute because such 
practices would be unlikely to result in fraud or abuse. See 42 C.F.R. § 1001.952. The 
safe harbors set forth specific conditions that, if met, assure entities involved of not being 
prosecuted or sanctioned for the arrangement qualifying for the safe harbor. However, 
safe harbor protection is afforded only to those arrangements that precisely meet all of the 
conditions set forth in the safe harbor. 

The safe harbor for personal services and management contracts, 42 C.F.R. §1001. 952(d), 
is potentially applicable to the Proposed Arrangement. In relevant part for purposes of 
this advisory opinion, the personal services safe harbor requires that the aggregate 
compensation paid for the services be set in advance and consistent with fair market value 
in arm’s-length transactions. The Proposed Arrangement would not fit in the safe harbor 
because the Cardiology Groups will be paid on a percentage basis, and thus the 
compensation would not be set in advance. However, the absence of safe harbor 
protection is not fatal. Instead, the Proposed Arrangement must be subject to case-by- 
case evaluation. 

Like any compensation arrangement between a hospital and a physician who admits or 
refers patients to such hospital, we are concerned that the Proposed Arrangement could be 
used to disguise remuneration from the Hospital to reward or induce referrals by the 
Cardiology Groups. Specifically, the Proposed Arrangement could encourage the 
cardiologists to admit Federal health care program patients to the Hospital, since the 
cardiologists would receive not only their Medicare Part B professional fee, but also, 
indirectly, a share of the Hospital’s payment, depending on cost savings. In other words, 
the more procedures a cardiologist performs at the Hospital, the more money he or she is 
likely to receive under the Proposed Arrangement. 

While we believe the Proposed Arrangement could result in illegal remuneration if the 
requisite intent to induce referrals were present, we would not impose sanctions in the 
particular circumstances presented here and as qualified below. 

First , the circumstances and safeguards of the Proposed Arrangement reduce the 
likelihood that the arrangement will be used to attract referring physicians or to increase 
referrals from existing physicians. Specifically, participation in the Proposed 
Arrangement will be limited to cardiologists aheady on the medical staff, thus limiting 
the likelihood that the Proposed Arrangement will attract other cardiologists. In addition, 
the potential savings derived from procedures for Federal health care program 
beneficiaries will be capped based on the prior year’s admissions of Federal health care 
program beneficiaries. Finally, the contract term will be limited to one year, reducing any 
incentive to switch facilities, and admissions will be monitored for changes in severity, 
age, or payor. Thus, while the incentive to refer will not necessarily be eliminated, it will 
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be substantially reduced. 

Second , the structure of the Proposed Arrangement eliminates the risk that the Proposed 
Arrangement will be used to reward surgeons or other physicians who refer patients to the 
Cardiology Groups or their cardiologists. The Cardiology Groups are the sole 
participants in the Proposed Arrangement and are composed entirely of cardiologists; no 
surgeons or other physicians are members of the Cardiology Groups or share in its profit 
distributions. Within the Cardiology Groups, profits are distributed to their members on a 
per capita basis, mitigating any incentive for an individual cardiologist to generate 
disproportionate cost savings. 

Third, the Proposed Arrangement sets out with specificity the particular actions that will 
generate the cost savings on which the payments are based. The recommendations in the 
Practice Patterns Report represent a change in cardiac catheterization laboratory 
procedure, for which the cardiologists are responsible and will have liability exposure. 

The products standardization, limitation on vascular closure devices, and product 
substitutions carry some increased liability risk for the physicians. It is not unreasonable 
for the cardiologists to receive compensation for the increased risk from the proposed 
change in practice. Moreover, the payments will represent a portion of one year’s worth 
of cost savings and will be limited in amount (i.e. . the aggregate cap), duration (L^, the 
limited contract term), and scope (i.e. . the total savings that can be achieved from the 
implementation of any one recommendation are limited by appropriate utilization levels). 
The payments under the Proposed Arrangement do not appear unreasonable, given, 
among other things, the nature of the actions required of the physicians to implement the 
seventeen recommended actions, the specificity of the payment formula, and the cap on 
total remuneration to each of the Cardiology Groups.'^ We caution that payments of 50% 
of cost savings in other arrangements, including multi-year arrangements or arrangements 
with generalized cost savings formulae, could well lead to a different result. 

In light of these circumstances and safeguards, the Proposed Arrangement poses a low 
risk of fraud or abuse under the anti-kickback statute. 

III. CONCLUSION 

Notwithstanding the foregoing, we reiterate our concerns regarding many arrangements 
between hospitals and physicians to share cost savings. Improperly designed or 
implemented arrangements risk adversely affecting patient care and could be vehicles to 
disguise payments for referrals. For example, an arrangement that cannot be adequately 
and accurately measured for quality of care would pose a high risk of fraud or abuse, as 


^^We are precluded by statute from opining on whether fair market value shall be 
or was paid for goods, services, or property. See 42 U.S.C. § 1320a-7d(b)(3)(A). While 
the Requestors have certified that the payments under the Proposed Arrangement are 
consistent with fair market value, we do not rely on that certification in this opinion, nor 
have we have made an independent fair market value assessment. 
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would one that rewards physicians based on overall cost savings without accountability 
for specific cost reduction measures. Moreover, arrangements structured so as to pose a 
heightened potential for patient steering and unfair competition would be considered 
suspect. In short, this opinion is predicated on the specific arrangement 
posed by the Requestors and is limited to that specific arrangement. Other apparently 
similar arrangements could raise different concerns and lead to a different result. 

Based on the facts certified in your request for an advisory opinion and supplemental 
submissions, we conclude: (i) the Proposed Arrangement would constitute an improper 
payment to induce reduction or limitation of services pursuant to sections 1 128A(b)(l)- 
(2) of the Act, but that the OIG would not impose sanctions under sections 1 128A(b)(l)- 
(2) on the Requestors in connection with the Proposed Arrangement; and (ii) the 
Proposed Arrangement would potentially generate prohibited remuneration under the 
anti-kickback statute, if the requisite intent to induce or reward referrals of Federal health 
care program business were present, but that the OIG would not impose administrative 
sanctions on the Requestors under sections 1 128(b)(7) or 1 128A(a)(7) of the Act (as those 
sections relate to the commission of acts described in section 1 128B(b) of the Act) in 
connection with the Proposed Arrangement. 

IV. LIMITATIONS 

The limitations applicable to this opinion include the following; 

• This advisory opinion is issued only to [names redacted], the requestors of 
this opinion. This advisory opinion has no application to, and cannot be 
relied upon by, any other individual or entity. 

• This advisory opinion may not be introduced into evidence in any matter 
involving an entity or individual that is not a requestor to this opinion. 

• This advisory opinion is applicable only to the statutory provisions 
specifically noted above. No opinion is expressed or implied herein with 
respect to the application of any other Federal, state, or local statute, rule, 
regulation, ordinance, or other law that may be applicable to the Proposed 
Arrangement, including, without limitation, the physician self-referral law, 
section 1877 of the Act. 

• This advisory opinion will not bind or obligate any agency other than the 
U.S. Department of Health and Human Services. 

• This advisory opinion is limited in scope to the specific arrangement 
described in this letter and has no applicability to other arrangements, even 
those that appear similar in nature or scope. 

• No opinion is expressed herein regarding the liability of any party under the 
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False Claims Act or other legal authorities for any improper billing, claims 

submission, cost reporting, or related conduct. 

This opinion is also subject to any additional limitations set forth at 42 C.F.R. Part 1008. 

The OIG will not proceed against the Requestors with respect to any action that is part of 
the Proposed Arrangement taken in good faith reliance upon this advisory opinion, as 
long as all of the material facts have been fully, completely, and accurately presented, and 
the Proposed Arrangement in practice comports with the information provided. The OIG 
resers es the right to reconsider the questions and issues raised in this advisory opinion 
and, where the public interest requires, rescind, modify, or terminate this opinion. In the 
event that this advisory opinion is modified or terminated, the OIG will not proceed 
against the Requestors witli respect to any action taken in good faith reliance upon this 
advisory opinion, where all of the relevant facts were fully, completely, and accurately 
presented, and where such action was promptly discontinued upon notification of the 
modification or termination of this advisory opinion. An advisory opinion may be 
rescinded only if the relevant and material facts have not been fully, completely, and 
accurately disclosed to the OIG. 


Sincerely, 

/s/ 


[Appendix A Redacted] 


Lewis Morris 

Chief Counsel to the Inspector General 
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DEPARTMENT OF HEALTH AND HIMAN SERV ICES Office of Inspector General 


V\'ashington. D.C. 20201 


[IVe redact certain identifying information and certain potentially privileged, 
confidential, or proprietaiy information associated with the individual or entity’, unless 
otherwise approved by the requestors.] 

Issued: February 18, 2005 

Posted: February 25, 2005 

[names and addresses redacted] 

Re: OIG Advisory Opinion No. 05-05 

Ladies and Gentlemen: 

We are writing in response to your request for an advisory opinion concerning a proposed 
arrangement in which a hospital will share with a group of cardiologists a percentage of 
the hospital's cost savings arising from the cardiologists' implementation of a number of 
cost reduction measures in certain procedures (the “Proposed Arrangement”). The cost 
savings will be measured based on the cardiologists’ use of specific supplies during 
designated cardiac catheterization laboratory procedures. You have inquired whether the 
Proposed Arrangement would constitute grounds for sanctions arising under: (i) the civil 
monetary penalty for a hospital’s payment to a physician to induce reductions or 
limitations of services to Medicare or Medicaid beneficiaries under the physician’s direct 
care, sections 1 1 28A(b)( 1 )-(2) of the Social Security Act (the “Act”); or (ii) the exclusion 
authority at section 1 128(b)(7) of the Act or the civil monetary penalty provision at 
section 1 128A(a)(7) of the Act, as those sections relate to the commission of acts 
described in section 1 128B(b) of the Act, the anti*kickback statute. 

You have certified that all of the information provided in your request, including all 
supplementary letters, is true and correct and constitutes a complete description of the 
relevant facts and agreements among the parties. 

In issuing this opinion, we have relied solely on the facts and information presented to us. 
We have not undertaken an independent investigation of such information. This opinion 
is limited to the facts presented. If material facts have not been disclosed or have been 
misrepresented, this opinion is without force and elTect. 

Based on the information provided and the totality of the facts as described and certified 
in your request for an advisory opinion and supplemental submissions, we conclude that: 
(i) the Proposed Arrangement would constitute an improper payment to induce reduction 
or limitation of services pursuant to sections I l28A(b)(l)-(2) of the Act, but that the 
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Office of Inspector General (“OIG”) would not impose sanctions on the requestors of this 
advisory opinion, [names redacted] (the “Requestors”), in connection with the Proposed 
Arrangement; and (ii) the Proposed Arrangement would potentially generate prohibited 
remuneration under the anti-kickback statute, if the requisite intent to induce or reward 
referrals of Federal health care program business were present, but that the OIG would 
not impose administrative sanctions on the Requestors under sections 1 128(b)(7) or 
1 128A(a)(7) of the Act (as those sections relate to the commission of acts described in 
section 1 128B(b) of the Act) in connection with the Proposed Arrangement. 

This opinion may not be relied on by any persons other than the Requestors and is further 
qualified as set out in Part IV below and in 42 C.F.R. Part 1008. 

I. FACTUAL BACKGROUND 

A. Parties 

The Hospital. [Name redacted] (the “Hospital”) is an acute care hospital in [city and state 
redacted] that offers a broad range of inpatient and outpatient hospital services, including 
cardiac catheterization laboratory services. The Hospital is a participating provider in the 
Medicare and Medicaid programs. 

The Cardiology Group. [Name redacted] ( the “Cardiology Group”) is a professional 
association that employs physicians who are duly licensed in [state redacted] and have 
active medical staff privileges at the Hospital.* The Cardiology Group refers patients to 
the Hospital for inpatient and outpatient hospital services. 

The Program Administrator. The Hospital has engaged [name redacted] (the “Program 
Administrator”) to administer the Proposed Arrangement. The Program Administrator 
will collect data and analyze and manage the Proposed Arrangement.^ The Hospital will 
pay the Program Administrator a fixed fee certified by the Requestors to be fair market 
value in an arm’s-length transaction for services to be provided by the Program 
Administrator under the Proposed Arrangement. The fee will not be tied in any way to 
cost savings or the Cardiology Group’s compensation under the Proposed Arrangement. 


^The Cardiology Group has members who also practice at other hospitals in the 
region; however, the Hospital is the primary practice location for most of the cardiologists 
in the Cardiology Group. 

^The Program Administrator has developed software products that measure cost, 
quality, and utilization on a national basis. The products are certified by both the 
American College of Cardiology and the Society of Thoracic Surgery. 
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B. The Proposed Arrangement 

Under the Proposed Arrangement, the Hospital will pay the Cardiology Group a share of 
the first year cost savings directly attributable to specific changes in the Cardiology 
Group’s cardiac catheterization laboratory practices. The Program Administrator 
conducted a study of the historic practices at the Hospital’s cardiac catheterization 
laboratory and identified twelve specific cost-savings opportunities. The results of the 
Program Administrator’s study of the Cardiology Group and the specific cost-savings 
opportunities are summarized in a “Practice Patterns Report.”^ The Hospital and the 
Cardiology Group have reviewed the Practice Patterns Report for medical appropriateness 
and each has adopted its recommendations and conclusions. 

In general, the Practice Patterns Report recommends that the Cardiology Group change 
current cardiac catheterization laboratory practices to curb inappropriate use or waste of 
medical supplies. The twelve recommendations can be grouped into two categories. 

The first category, involving ten recommendations, consists of product standardization 
where medically appropriate. The Practice Patterns Report recommends that the 
Cardiology Group standardize the types of cardiac catheterization devices (stents, 
balloons, interventional guidewires and catheters, vascular closure devices, diagnostic 
devices, pacemakers, and defibrillators) used by the Cardiology Group.** The Cardiology 
Group would be required to work in conjunction with the Hospital to evaluate and 
clinically review vendors and products. The Cardiology Group would agree to use the 
selected products, where medically appropriate, which may require additional training or 
changes in clinical practice. 

The second category, involving two recommendations, consists of limiting the use of 
certain vascular closure devices to an “as needed” basis for inpatient coronary 
interventional procedures and diagnostic procedures. The Requestors have certified that 
the vascular closure devices will be readily available, albeit unopened, in the procedure 
room. The Requestors have certified that the reduction in use of vascular closure devices 
will not adversely affect patient care. 

The Proposed Arrangement contains several safeguards intended to protect against 
inappropriate reductions in services. Importantly, with respect to the product 
standardization recommendation, the Requestors have certified that the individual 


^The Practice Patterns Report for the Cardiology Group, dated October 2004, is 
attached to this advisory opinion as Appendix A . The Requestors’ original submission 
included additional cost savings recommendations that posed an unacceptable risk of 
fraud and abuse. The Requestors withdrew those recommendations from the Proposed 
Arrangement. 

■’We note that the Practice Patterns Report identifies with specificity the vendors 
and products at issue. 
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cardiologists will make a patient-by-patient determination of the most appropriate device 
and the availability of the full range of devices will not be compromised by the product 
standardization. The Requestors have further certified that individual physicians will still 
have available the same selection of devices after implementation of the Proposed 
Arrangement as before and that the economies gained through the Proposed Arrangement 
will result from inherent clinical and fiscal value and not from restricting the availability 
of devices. 

With respect to the limitation on use of vascular closure devices, the Proposed 
Arrangement would utilize objective historical and clinical measures reasonably related to 
the practices and the patient population at the Hospital to establish a “floor” beyond 
which no savings would accrue to the Cardiology Group. For example, according to the 
Requestors, vascular closure devices for femoral access cases are currently utilized at the 
Hospital on 26.1% of the cases specified under the Proposed Arrangement. The Program 
Administrator has determined through analysis of national data that it is reasonable to 
reduce the use of vascular closure devices on these cases to 1 5% of patients and that this 
reduction would not adversely impact patient care. Thus, the Cardiology Group will 
receive no share of any savings resulting from the reduction of use of vascular closure 
devices beyond the 15% floor. 

According to the Program Administrator, if implemented in accordance with the Practice 
Patterns Report’s specifications, the twelve recommendations would present substantial 
cost savings opportunities for the Hospital without adversely impacting the quality of 
patient care. 

The Hospital will pay the Cardiology Group 50% of the cost savings achieved by 
implementing the twelve recommendations in the Practice Patterns Report for a period of 
one year. At the end of the year, cost savings will be calculated separately for each of the 
twelve recommendations; this will preclude shifting of cost savings and ensure that 
savings generated by utilization beyond the set targets, as applicable, will not be credited 
to the Cardiology Group. This payment will constitute the entire compensation paid to 
the Cardiology Group for services performed under the contract memorializing the 
Proposed Arrangement between the Cardiology Group and the Hospital. For purposes of 
calculating the payment to the Cardiology Group, the cost savings will be calculated by 
subtracting the actual costs incurred for the items specified in the twelve 
recommendations when used by cardiologists in the Cardiology Group during the 
specified procedures (the “current year costs’’^) from the historic costs for the same items 


^The current year will be the twelve-month term of the contract for which the 
Cardiology Group will be compensated under the Proposed Arrangement. 
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when used during comparable procedures in the base year (the “base year costs’’^). The 
current year costs will be adjusted to account for any inappropriate reductions in use of 
items beyond the targets set in the Practice Patterns Report. The payment to the 
Cardiology Group will be 50% of the difference between the adjusted current year costs 
and base year costs, if any. 

The Hospital will make an aggregate payment to the Cardiology Group, which distributes 
its profits to each of its members on a per capita basis. Payments to the Cardiology 
Group will also be subject to the following limitations: 

• If the volume of procedures payable by a Federal health care program in the 
current year exceeds the volume of like procedures payable by a Federal 
health care program performed in the base year, there will be no sharing of 
cost savings for the additional procedures. 

• To minimize the cardiologists’ financial incentive to steer more costly 
patients to other hospitals, the case severity, ages, and payors of the patient 
population treated under the Proposed Arrangement will be monitored by a 
committee composed of representatives of the Requestors, using generally- 
accepted standards. If there are significant changes from historical 
measures, the cardiologist at issue will be terminated from participation in 
the Proposed Arrangement. 

• The aggregate payment to the Cardiology Group will not exceed 50% of the 
projected cost savings identified in the Practice Patterns Report. 

The Hospital and the Cardiology Group will document the activities and the payment 
methodology under the Proposed Arrangement and will make the documentation 
available to the Secretary of the United States Department of Health and Human Services, 
upon request. In addition, the Hospital and the Cardiology Group will disclose the 
Proposed Arrangement to the patient, including the fact that the Cardiology Group’s 
compensation is based on a percentage of the Hospital’s cost savings. The disclosure will 
be made to the patient before the patient is admitted to the Hospital for a procedure 
covered by the Proposed Arrangement; if pre-admission disclosure is impracticable (e.g .. 
the patient is admitted for an unscheduled procedure or the need for the procedure is 
determined after admission), the disclosure will be made before the patient consents to the 
procedure. The disclosures will be in writing, and patients will have an opportunity, if 
desired, to review details of the Proposed Arrangement, including the specific cost 


®The “base year” will be the twelve months preceding the effective date of the 
contract. For purposes of this opinion, the Proposed Arrangement is limited to the one- 
year term of the contract; accordingly, this opinion is without force and effect with 
respect to any future renewal or extension of the Proposed Arrangement. 
Notwithstanding, we note that any renewal or extension of the Proposed Arrangement 
should incorporate updated base year costs. 
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savings measures applicable to the patient’s procedure. 

II. LEGAL ANALYSIS 

Arrangements like the Proposed Arrangement are designed to align incentives by offering 
physicians a portion of a hospital’s cost savings in exchange for implementing cost saving 
strategies. Under the current reimbursement system, the burden of these costs falls on 
hospitals, not physicians. Payments to physicians based on cost savings may be intended 
to motivate them to reduce hospital costs associated with procedures performed by 
physicians at the hospitals. 

Properly structured, arrangements that share cost savings can serve legitimate business 
and medical purposes. Specifically, properly structured arrangements may increase 
efficiency and reduce waste, thereby potentially increasing a hospital’s profitability. 
However, such arrangements can potentially influence physician judgment to the 
detriment of patient care. Our concerns include, but are not limited to, the following: 

(i) stinting on patient care; (ii) “cherry picking” healthy patients and steering sicker (and 
more costly) patients to hospitals that do not offer such arrangements; (iii) payments in 
exchange for patient referrals; and (iv) unfair competition (a “race to the bottom”) among 
hospitals offering cost savings programs to foster physician loyalty and to attract more 
referrals. 

Hospital cost savings programs in general, and the Proposed Arrangement in particular, 
may implicate at least three Federal legal authorities: (i) the civil monetary penalty for 
reductions or limitations of direct patient care services provided to Federal health care 
program beneficiaries, sections 1 128A(b)(l)-(2) of the Act; (ii) the anti-kickback statute, 
section 1 128B(b) of the Act; and (iii) the physician self-referral law, section 1877 of the 
Act.’ We address the first two of these authorities; section 1 877 of the Act falls outside 
the scope of the OIG’s advisory opinion authority. We express no opinion on the 
application of section 1877 of the Act to the Proposed Arrangement. 

A. The Civil Monetary Penalty, Sections 1128A(b)(l)-(2) of the Act 

Sections 1128A(b)(l)-(2) of the Act establish a civil monetary penalty (“CMP”) against 
any hospital or critical access hospital that knowingly makes a payment directly or 
indirectly to a physician (and any physician that receives such a payment) as an 
inducement to reduce or limit items or services to Medicare or Medicaid beneficiaries 
under the physician’s direct care. Hospitals that make (and physicians that receive) such 
payments are liable for CMPs of up to $2,000 per patient covered by the payments. See 


’In addition, nonprofit hospital arrangements raise issues of private inurement and 
private benefit under the Internal Revenue Service’s income tax regulations in connection 
with section 501(c)(3) of the Internal Revenue Code. See Rev. Rul. 69-383, 1969-2 C.B. 
113. We express no opinion on the application of the Internal Revenue Code to the 
Proposed Arrangement. 
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id. There is no requirement that the prohibited payment be tied to a specific patient or to 
a reduction in medically necessary care. The CMP applies only to reductions or 
limitations of items or services provided to Medicare and Medicaid fee-for-service 
beneficiaries.® 

The CMP prohibits payments by hospitals to physicians that may induce physicians to 
reduce or limit items or services furnished to their Medicare and Medicaid patients. A 
threshold inquiry is whether the Proposed Arrangement will induce physicians to reduce 
or limit items or services. Given the specificity of the Proposed Arrangement, it is 
possible to review the proposed opportunities for savings individually and evaluate their 
potential impact on patient care. 

Having reviewed the twelve recommendations, we conclude that the recommendations 
implicate the CMP. Simply put, the recommendations under the Proposed Arrangement 
regarding standardization of devices and limitations on the use of vascular closure devices 
constitute an inducement to reduce or limit the current medical practice at the Hospital. 
Thus, we find that the CMP would apply to the Proposed Arrangement. We recognize 
that the current medical practice may involve care that exceeds the requirements of 
medical necessity. However, whether the current medical practice reflects necessity or 
prudence is irrelevant for purposes of the CMP. 

Notwithstanding, the Proposed Arrangement has several features that, in combination, 
provide sufficient safeguards so that we would not seek sanctions against the Requestors 
under sections 1 128A(b)(l)-(2) of the Act. 

First , the specific cost-saving actions and resulting savings are clearly and separately 
identified. The transparency of the Proposed Arrangement will allow for public scrutiny 
and individual physician accountability for any adverse effects of the Proposed 
Arrangement, including any difference in treatment among patients based on nonclinical 
indicators. The transparency of the incentives for specific actions and specific procedures 
will also facilitate accountability through the medical-legal professional liability system. 

Second , the Requestors have proffered credible medical support for the position that 
implementation of the recommendations will not adversely affect patient care. The 
Proposed Arrangement will be periodically reviewed by the Requestors to confirm that 


^Physician incentive arrangements related to Medicare risk-based managed care 
contracts, similar Medicaid contracts, and Medicare Advantage plans (formerly Medicare 
+ Choice) are subject to regulation by the Secretary pursuant to sections 1876(i)(8), 
1903(m)(2)(A)(x), and 1852(j)(4) of the Act (respectively), in lieu of being subject to 
sections 1 128A(b)(l)-(2). See OIG letter regarding hospital-physician incentive plans for 
Medicare and Medicaid beneficiaries enrolled in managed care plans (dated August 19, 
1999), available at http:/7oig.hhs.gov/fraud/docs/alertsandbulletins/gsletter.htm. See also 
42 C.F.R. § 417.479 (Medicare HMOs or competitive medical plans); 42 C.F.R. § 
422.208 (Medicare Advantage plans); 42 C.F.R. § 438.6 (Medicaid risk plans). 
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the Proposed Arrangement is not having an adverse impact on clinical care.^ 

Third, the payments under the Proposed Arrangement are based on all procedures 
regardless of the patients’ insurance coverage, subject to the cap on payment for Federal 
health care program procedures. Moreover, the procedures to which the Proposed 
Arrangement applies are not disproportionately performed on Federal health care program 
beneficiaries. Additionally, the cost savings are calculated on the Hospital’s actual out- 
of-pocket acquisition costs, not an accounting convention. 

Fourth, the Proposed Arrangement protects against inappropriate reductions in services 
by utilizing objective historical and clinical measures to establish baseline thresholds 
beyond which no savings accrue to the Cardiology Group. The Requestors have certified 
that these baseline measures are reasonably related to the Hospital’s or comparable 
hospitals’ practices and patient populations. These safeguards are action-specific and not 
simply based on isolated patient outcome data unrelated to the specific changes in 
catheterization laboratory practices. 

Fifth , the product standardization portion of the Proposed Arrangement further protects 
against inappropriate reductions in services by ensuring that individual physicians will 
still have available the same selection of devices after implementation of the Proposed 
Arrangement as before. The Proposed Arrangement is designed to produce savings 
through inherent clinical and fiscal value and not from restricting the availability of 
devices. 

Sixth , the Hospital and the Cardiology Group will provide written disclosures of their 
involvement in the Proposed Arrangement to patients whose care may be affected by the 
Proposed Arrangement and will provide patients an opportunity to review the cost savings 
recommendations prior to admission to the Hospital (or, where pre-admission consent is 
impracticable, prior to consenting to the procedure). While we do not believe that, 
standing alone, such disclosures offer sufficient protection from program or patient abuse, 
effective and meaningful disclosure offers some protection against possible abuses of 
patient trust. 


^We have had the Proposed Arrangement reviewed by a government medical 
expert who concluded that the proposed cost savings measures, as described in the 
advisory opinion request and supplemental submissions, should not adversely affect 
patient care. For purposes of this opinion, however, we rely solely on the Requestors’ 
certifications and nothing in this advisory opinion should be construed as an endorsement 
or conclusion as to the medical propriety of the specific activities being undertaken as 
part of the Proposed Arrangement. 

^"^Ordinarily, we would expect patient disclosures to be coupled with patient 
satisfaction surveys that closely monitor patient perceptions of their care. However, in 
the context of the Proposed Arrangement, which focuses on items and medications used 
in procedures, we believe that patient satisfaction surveys would not be effective. 
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Seventh , the financial incentives under the Proposed Arrangement are reasonably limited 
in duration and amount. 

Eighth, because the Cardiology Group’s profits are distributed to its members on a per 
capita basis, any incentive for an individual cardiologist to generate disproportionate cost 
savings is mitigated. 

Our decision not to impose sanctions on the Requestors in connection with the Proposed 
Arrangement is an exercise of our discretion and is consistent with our Special Advisory 
Bulletin on “Gainsharing Arrangements and CMPs for Hospital Payments to Physicians 
to Reduce or Limit Services to Beneficiaries” (July 1999) (the “Special Advisory 
Bulletin”). We reiterate that the CMP applies to any payment by a hospital to a physician 
that is intended to induce the reduction or limitation of items or services to Medicare or 
Medicaid patients under the physician’s direct clinical care. The Proposed Arrangement 
is markedly different from many “gainsharing” plans, particularly those that purport to 
pay physicians a percentage of generalized cost savings not tied to specific, identifiable 
cost-lowering activities. Importantly, the Proposed Arrangement sets out the specific 
actions to be taken and ties the remuneration to the actual, verifiable cost savings 
attributable to those actions. This transparency allows an assessment of the likely effect 
of the Proposed Arrangement on quality of care and ensures that the identified actions 
will be the cause of the savings. 

By contrast, many gainsharing plans contain features that heighten the risk that payments 
will lead to inappropriate reductions or limitations of services. These features include, 
but are not limited to, the following: 

• There is no demonstrable direct connection between individual actions and 
any reduction in the hospital’s out-of-pocket costs (and any corresponding 
“gainsharing” payment). 

• The individual actions that would give rise to the savings are not identified 
with specificity. 

• There are insufficient safeguards against the risk that other, unidentified 
actions, such as premature hospital discharges, might actually account for 
any “savings.” 

• The quality of care indicators are of questionable validity and statistical 
significance. 

• There is no independent verification of cost savings, quality of care 
indicators, or other essential aspects of the arrangement. 

Simply put, many “gainsharing” plans present substantial risks for both patient and 
program abuse - risks that are not present in the Proposed Arrangement. Given the 
limited duration and scope of the Proposed Arrangement, the safeguards provide 
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sufficient protections against patient and program abuse. Other arrangements, including 
those that are longer in duration or more expansive in scope than the Proposed 
Arrangement, are likely to require additional or different safeguards. 

B. The Anti-Kickback Statute 

The anti-kickback statute makes it a criminal offense knowingly and willfully to offer, 
pay, solicit, or receive any remuneration to induce or reward referrals of items or services 
reimbursable by a Federal health care program. See section 1 128B(b) of the Act. Where 
remuneration is paid purposefully to induce or reward referrals of items or services 
payable by a Federal health care program, the anti-kickback statute is violated. By its 
terms, the statute ascribes criminal liability to parties on both sides of an impermissible 
“kickback” transaction. For purposes of the anti-kickback statute, “remuneration” 
includes the transfer of anything of value, directly or indirectly, overtly or covertly, in 
cash or in kind. 

The statute has been interpreted to cover any arrangement where one purpose of the 
remuneration was to obtain money for the referral of services or to induce further 
referrals. United States v. Kats . 871 F.2d 105 (9th Cir. 1989); United States v. Greber . 
760 F.2d 68 (3d Cir.), cert, denied . 474 U.S. 988 (1985). Violation of the statute 
constitutes a felony punishable by a maximum fine of $25,000, imprisonment up to five 
years, or both. Conviction will also lead to automatic exclusion from Federal health care 
programs, including Medicare and Medicaid. Where a party commits an act described in 
section 1 128B(b) of the Act, the OIG may initiate administrative proceedings to impose 
civil monetary penalties on such party under section 1 128A(a)(7) of the Act. The OIG 
may also initiate administrative proceedings to exclude such party from the Federal health 
care programs under section 1 128(b)(7) of the Act. 

The Department of Health and Human Services has promulgated safe harbor regulations 
that define practices that are not subject to the anti-kickback statute because such 
practices would be unlikely to result in fraud or abuse. See 42 C.F.R. § 1001.952. The 
safe harbors set forth specific conditions that, if met, assure entities involved of not being 
prosecuted or sanctioned for the arrangement qualifying for the safe harbor. However, 
safe harbor protection is afforded only to those arrangements that precisely meet all of the 
conditions set forth in the safe harbor. 

The safe harbor for personal services and management contracts, 42 C.F.R. §1001. 952(d), 
is potentially applicable to the Proposed Arrangement. In relevant part for purposes of 
this advisory opinion, the personal services safe harbor requires that the aggregate 
compensation paid for the services be set in advance and consistent with fair market value 
in arm’s-length transactions. The Proposed Arrangement would not fit in the safe harbor 
because the Cardiology Group will be paid on a percentage basis, and thus the 
compensation would not be set in advance. However, the absence of safe harbor 
protection is not fatal. Instead, the Proposed Arrangement must be subject to case-by- 
case evaluation. 
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Like any compensation arrangement between a hospital and a physician who admits or 
refers patients to such hospital, we are concerned that the Proposed Arrangement could be 
used to disguise remuneration from the Hospital to reward or induce referrals by the 
Cardiology Group. Specifically, the Proposed Arrangement could encourage the 
cardiologists to admit Federal health care program patients to the Hospital, since the 
cardiologist would receive not only their Medicare Part B professional fee, but also, 
indirectly, a share of the Hospital’s payment, depending on cost savings. In other words, 
the more procedures a cardiologist performs at the Hospital, the more money he or she is 
likely to receive under the Proposed Arrangement. 

While we believe the Proposed Arrangement could result in illegal remuneration if the 
requisite intent to induce referrals were present, we would not impose sanctions in the 
particular circumstances presented here and as qualified below. 

First , the circumstances and safeguards of the Proposed Arrangement reduce the 
likelihood that the arrangement will be used to attract referring physicians or to increase 
referrals from existing physicians. Specifically, participation in the Proposed 
Arrangement will be limited to cardiologists already on the medical staff, thus limiting 
the likelihood that the Proposed Arrangement will attract other cardiologists. In addition, 
the potential savings derived from procedures for Federal health care program 
beneficiaries will be capped based on the prior year’s admissions of Federal health care 
program beneficiaries. Finally, the contract term will be limited to one year, reducing any 
incentive to switch facilities, and admissions will be monitored for changes in severity, 
age, or payor. Thus, while the incentive to refer will not necessarily be eliminated, it will 
be substantially reduced. 

Second , the structure of the Proposed Arrangement eliminates the risk that the Proposed 
Arrangement will be used to reward cardiologists or other physicians who refer patients 
to the Cardiology Group or its cardiologists. The Cardiology Group is the sole participant 
in the Proposed Arrangement and is composed entirely of cardiologist; no surgeons or 
other physicians are members of the Cardiology Group or share in its profit distributions. 
Within the Cardiology Group, profits are distributed to its members on a per capita basis, 
mitigating any incentive for an individual cardiologist to generate disproportionate cost 
savings. 

Third , the Proposed Arrangement sets out with specificity the particular actions that will 
generate the cost savings on which the payments are based. The recommendations in the 
Practice Patterns Report represent a change in catheterization laboratory practice, for 
which the cardiologist is responsible and will have liability exposure. The product 
standardization and limitation on use of vascular closure devices each carry some 
increased liability risk for the physicians. It is not unreasonable for the cardiologist to 
receive compensation for the increased risk from the proposed change in practice. 
Moreover, the payments will represent a portion of one year’s worth of cost savings and 
will be limited in amount (f^, the aggregate cap), duration (i.e. , the limited contract 
term), and scope (i.e.. the total savings that can be achieved from the implementation of 
any one recommendation are limited by appropriate utilization levels). The payments 
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under the Proposed Arrangement do not appear unreasonable, given, among other things, 
the nature of the actions required of the physicians to implement the twelve recommended 
actions, the specificity of the payment formula, and the cap on total remuneration to the 
Cardiology Group." We caution that payments of 50% of cost savings in other 
arrangements, including multi-year arrangements or arrangements with generalized cost 
savings formulae, could well lead to a different result. 

In light of these circumstances and safeguards, the Proposed Arrangement poses a low 
risk of fraud or abuse under the anti-kickback statute. 

III. CONCLISION 

Notrvithstanding the foregoing, we reiterate our concerns regarding many arrangements 
between hospitals and physicians to share cost savings. Improperly designed or 
implemented arrangements risk adversely affecting patient care and could be vehicles to 
disguise payments for referrals. For example, an arrangement that cannot be adequately 
and accurately measured for quality of care would pose a high risk of fraud or abuse, as 
would one that rewards physicians based on overall cost savings without accountability 
for specific cost reduction measiues. Moreover, arrangements structured so as to pose a 
heightened potential for patient steering and unfair competition would be considered 
suspect. In short, this opinion is predicated on the specific arrangement 
posed by the Requestors and is limited to that specific arrangement. Other apparently 
similar arrangements could raise ditferenl concerns and lead to a different result. 

Based on the facts certified in your request for an advisory opinion and supplemental 
submissions, we conclude: (i) the Proposed Arrangement would constitute an improper 
payment to induce reduction or limitation of services pursuant to sections 1 128A(bXl )- 
(2) of the Act, but that the OIG would not impose sanctions under sections 1 1 28A(b)( 1 )- 
(2) on the Requestors in connection with the Proposed Arrangement; and (ii) the 
Proposed Arrangement would potentially generate prohibited remuneration under the 
anti-kickback statute, if the requisite intent to induce or reward referrals of Federal health 
care program business were present, but that the OIG would not impose administrative 
sanctions on the Requestors under sections 1 128(b)(7) or 1 128A(a)(7) of the Act (as those 
sections relate to the commission of acts described in section 1 128B(b) of the Act) in 
connection with the Proposed Arrangement. 


"We are precluded by statute from opining on whether fair market value shall be 
or was paid for goods, services, or property. See 42 U.S.C. § 1 320a-7d(bX3)(A). While 
the Requestors have certified that the payments under the Proposed Arrangement are 
consistent with fair market value, we do not rely on that certification in this opinion, nor 
have we have made an independent fair market value assessment. 
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IV. LIMITATIONS 

The limitations applicable to this opinion include the following: 

• This advisory opinion is issued only to [names redacted], the requestors 
of this opinion. This advisory opinion has no application to, and caimot 
be relied upon by, any other individual or entity. 

• This advisory opinion may not be introduced into evidence in any matter 
involving an entity or individual that is not a requestor to this opinion. 

• This advisory opinion is applicable only to the statutory provisions 
specifically noted above. No opinion is expressed or implied herein with 
respect to the application of any other Federal, state, or local statute, rule, 
regulation, ordinance, or other law that may be applicable to the 
Proposed Arrangement, including, without limitation, the physician 
self-referral law, section 1877 of the Act. 

• This advisory opinion will not bind or obligate any agency other than the 
U.S. Department of Health and Human Services. 

• This advisory opinion is limited in scope to the specific arrangement 
described in this letter and has no applicability to other arrangements, 
even those that appear similar in nature or scope. 

• No opinion is expressed herein regarding the liability of any party under 
the False Claims Act or other legal authorities for any improper billing, 
claims submission, cost reporting, or related conduct. 

This opinion is also subject to any additional limitations set forth at 42 C.F.R. Part 
1008. 

The OIG will not proceed against the Requestors with respect to any action that is part 
of tile Proposed Arrangement taken in good faith reliance upon this advisory opinion, 
as long as all of the material facts have been fully, completely, and accurately 
presented, and the Proposed Arrangement in practice comports with the information 
provided. The OIG reserves the right to reconsider the questions and issues raised in 
this advisory opinion and, where the public interest requires, to rescind, modify, or 
tenninate this opinion. In the event that this advisory opinion is modified or 
tenninated, the OIG will not proceed against the Requestors with respect to any action 
taken in good faith reliance upon this advisory opinion, w'here all of the relevant facts 
were fully, completely, and accurately presented, and w here such action w'as promptly 
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discontinued upon notification of the modification or termination of this advisory 
opinion. An advisory opinion may be rescinded only if the relevant and material facts 
have not been fully, completely, and accurately disclosed to the OIG. 

Sincerely, 

/s/ 

Lewis Morris 

Chief Counsel to the Inspector General 

[Appendix A Redacted] 
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DEPARTMENT OF HEALTH AND HIMAN SERV ICES Office of Inspector General 


V\'ashington. D.C. 20201 


[He redact certain identifying infotynation and certain potentially privileged, 
confidential, orproprieiaiy information associated with the individual or entity, unless 
olheiwise approved by the requestors.] 

Issued: February 18, 2005 

Posted: February 25, 2005 

[names and addresses redacted] 

Re: OIG Advisory Opinion No. 05-06 

Ladies and Gentlemen: 

We are writing in response to your request for an advisory opinion concerning a proposed 
arrangement in which a hospital will share with a group of cardiac surgeons a percentage 
of the hospital’s cost savings arising from the surgeons’ implementation of a number of 
cost reduction measures in certain surgical procedures (the “Proposed Arrangement”). 

The cost savings will be measured based on the surgeons’ use of specific supplies during 
designated cardiac surgery procedures. You have inquired whether the Proposed 
Arrangement would eonsiiiute grounds for sanctions arising under: (i) the civil monetary 
penalty for a hospital’s payment to a physician to induce reductions or limitations of 
services to Medicare or Medicaid beneficiaries under the physician’s direct care, sections 
1 128A(b)(l)-(2) of the Social Security Act (the “Act”); or (ii) the exclusion authority at 
section 1 128(b)(7) of the Act or the civil monctar>' penally provision at section 
1 128A(a)(7) of the Act, as those sections relate to the commission of acts described in 
section 1 128B(b) of the Act, the anti-kickback statute. 

You have certified that all of the information provided in your request, including all 
supplementary letters, is true and correct and constitutes a complete description of the 
relevant facts and agreements among the parties. 

In issuing this opinion, we have relied solely on the facts and information presented to us. 
We have not undertaken an independent investigation of such information. This opinion 
is limited to the facts presented. If material facts have not been disclosed or have been 
misrepresented, this opinion is without force and effect. 

Based on the information provided and the totality of the facts as described and certified 
in your request for an advisory opinion and supplemental submissions, we conclude that: 
(i) the Proposed Arrangement would constitute an improper payment to induce reduction 
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or limitation of services pursuant to sections 1 128A(b)(l)-(2) of the Act, but that the 
Office of Inspector General (“OIG”) would not impose sanctions on the requestors of this 
advisory opinion, [names redacted] (the “Requestors”), in connection with the Proposed 
Arrangement; and (ii) the Proposed Arrangement would potentially generate prohibited 
remuneration under the anti-kickback statute, if the requisite intent to induce or reward 
referrals of Federal health care program business were present, but that the OIG would 
not impose administrative sanctions on the Requestors under sections 1 128(b)(7) or 
1 128A(a)(7) of the Act (as those sections relate to the commission of acts described in 
section 1 128B(b) of the Act) in connection with the Proposed Arrangement. 

This opinion may not be relied on by any persons other than the Requestors and is further 
qualified as set out in Part IV below and in 42 C.F.R. Part 1008. 

I. FACTUAL BACKGROUND 

A. Parties 

The Hospital [Name redacted] (the “Hospital”) is an acute care hospital in [city and state 
redacted] that offers a broad range of inpatient and outpatient hospital services, including 
cardiac surgery services. The Hospital is a participating provider in the Medicare and 
Medicaid programs. 

The Surgical Group. [Name redacted] (the “Surgical Group”) is a professional 
association composed exclusively of cardiac surgeons who are licensed in [state redacted] 
and have active medical staff privileges at the Hospital.* The cardiac surgeons refer 
patients to the Hospital for inpatient and outpatient hospital services. 

The Program Administrator. The Hospital has engaged [name redacted] (the “Program 
Administrator”) to administer the Proposed Arrangement. The Program Administrator 
will collect data and analyze and manage the Proposed Arrangement.^ The Hospital will 
pay the Program Administrator a monthly fixed fee certified by the Requestors to be fair 
market value in an arm’s-length transaction for services to be provided by the Program 
Administrator under the Proposed Arrangement. The fee will not be tied in any way to 
cost savings or the Surgical Group’s compensation under the Proposed Arrangement. 


1 . 

The Surgical Group performs the majority of cardiac surgery cases at the 
Hospital. The surgeons in the Surgical Group also practice at one other hospital in the 
region. 


^The Program Administrator has developed software products that measure cost, 
quality, and utilization on a national basis. The products are certified by both the 
American College of Cardiology and the Society of Thoracic Surgery. 
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B. The Proposed Arrangement 

Under the Proposed Arrangement, the Hospital will pay the Surgical Group a share of the 
first year cost savings directly attributable to specific changes in the Surgical Group’s 
operating room practices, including standardization of certain cardiac devices. The 
Program Administrator conducted a study of the historic practices at the Hospital’s 
cardiac surgery department and identified twenty-seven specific cost-savings 
opportunities. The results of the Program Administrator’s study of the Surgical Group 
and the specific cost-savings opportunities are summarized in a “Practice Patterns 
Report.”^ The Hospital and the Surgical Group have reviewed the Practice Patterns 
Report for medical appropriateness and each has adopted its recommendations and 
conclusions. 

In general, the Practice Patterns Report recommends that the Surgical Group change 
current operating room practices to curb inappropriate use or waste of medical supplies. 
The twenty-seven recommendations can be roughly grouped into four categories. 

The first category consists of two recommendations that involve opening packaged items 
only as needed during a procedure. Most of these “open as needed” items are surgical 
tray or comparable supplies. 

The second category, involving three recommendations, is similar and involves limiting 
the use of certain surgical supplies, such as gelfoam, surgicel, and vancomycin paste, to 
an as needed basis (hereafter, the “use as needed” recommendations). The Requestors 
have certified that the individual surgeon will make a patient-by-patient determination as 
to whether these items are clinically indicated and that the surgical supplies will still be 
readily available to the surgeons. The Requestors have further certified that any resulting 
limitations on the use of these products will not adversely affect patient care. 

The third category, involving eleven recommendations, consists of the substitution, in 
whole or in part, of less costly items for items currently being used by the surgeons 
(hereafter, the “product substitution” recommendations). In this case, the substitutions 
involve types of items and services for which a product substitution will have no 
appreciable clinical significance (e.g .. substituting disposable head supports, disposable 
k-thermia blankets, and instrument pouches). For example, currently a foam donut is 
used in each surgical case to support the patient’s head. Under the Proposed 
Arrangement, surgeons would be asked to utilize a less expensive reusable head support 
that has similar characteristics to the surgeons’ historic preference. 


^The Practice Patterns Report for the Surgical Group, dated October 2004, is 
attached to this advisory opinion as Appendix A . The Requestors’ original submission 
included additional cost savings recommendations that posed an unacceptable risk of 
fraud and abuse. The Requestors withdrew those recommendations from the Proposed 
Arrangement. 
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The final category, involving eleven recommendations, consists of product 
standardization of certain cardiac devices and supplies where medically appropriate. For 
this category, the Surgical Group would be required to work in conjunction with the 
Hospital to evaluate and clinically review vendors and products. The Surgical Group 
would agree to use the selected products where medically appropriate, which may require 
additional training or changes in clinical practice. 

The Proposed Arrangement contains several safeguards intended to protect against 
inappropriate reductions in services. With respect to the substitution recommendations, 
the Proposed Arrangement would utilize objective historical and clinical measures 
reasonably related to the practices and the patient population at the Hospital to establish a 
“floor” beyond which no savings would accrue to the Surgical Group. For example, 
surgicel is currently utilized on 28% of the cases specified under the Proposed 
Arrangement. According to the Program Administrator, national data indicates a best 
practice usage of 5% for surgicel. Thus, the Program Administrator has set a 5% floor for 
this recommendation. The Surgical Group will receive no share of any savings resulting 
from the reduction in use of surgicel beyond the 5% floor. With respect to the product 
substitution recommendations in the Proposed Arrangement, as the identified 
substitutions^ will have no appreciable clinical significance, no floors are set.*^ 

Importantly, with respect to the product standardization recommendations, the Requestors 
have certified that the individual surgeons will make a patient-by-patient determination of 
the most appropriate devices and supplies and the availability of the full range of these 
items will not be compromised by the product standardization. The Requestors have 
further certified that individual physicians will still have available the same selection of 
devices and supplies after implementation of the Proposed Arrangement as before and 
that the economies gained through the Proposed Arrangement will result from inherent 
clinical and fiscal value and not from restricting the availability of devices and supplies. 

According to the Program Administrator, if implemented in accordance with the Practice 
Patterns Report’s specifications, the twenty-seven recommendations would present 
substantial cost savings opportunities for the Hospital without adversely impacting the 
quality of patient care. 


■’We note that the Practice Patterns Report identifies with specificity the vendors 
and products at issue. 

^The Practice Patterns Report clearly identifies with specificity each substitution 
recommendation under this category. 

®We note that for product substitution recommendations that are of clinical 
significance, we would require additional safeguards, such as the establishment of quality 
thresholds beyond which no cost savings would be credited. 
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The Hospital will pay the Surgical Group 50% of the cost savings achieved by 
implementing the twenty-seven recommendations in the Practice Patterns Report for a 
period of one year. At the end of the year, cost savings will be calculated separately for 
each of the twenty-seven recommendations; this will preclude shifting of cost savings and 
ensure that savings generated by utilization beyond the set targets, as applicable, will not 
be credited to the Surgical Group. This payment will constitute the entire compensation 
paid to the Surgical Group for services performed under the contract memorializing the 
Proposed Arrangement between the Surgical Group and the Hospital. For purposes of 
calculating the payment to the Surgical Group, the cost savings will be calculated by 
subtracting the actual costs incurred for the items specified in the twenty-seven 
recommendations when used by surgeons in the Surgical Group during the specified 
surgical procedures (the “current year costs”’) from the historic costs for the same items 
when used during comparable surgical procedures in the base year (the “base year 
costs”®). The current year costs will be adjusted to account for any inappropriate 
reductions in use of items beyond the targets set in the Practice Patterns Report. The 
payment to the Surgical Group will be 50% of the difference between the adjusted current 
year costs and base year costs, if any. 

The Hospital will make an aggregate payment to the Surgical Group, which distributes its 
profits to each of its members on a per capita basis. Payments to the Surgical Group will 
also be subject to the following limitations: 

• If the volume of procedures payable by a Federal health care program in the 
current year exceeds the volume of like procedures payable by a Federal 
health care program performed in the base year, there will be no sharing of 
cost savings for the additional procedures. 

• To minimize the surgeons’ financial incentive to steer more costly patients 
to other hospitals, the case severity, ages, and payors of the patient 
population treated under the Proposed Arrangement will be monitored by a 
committee composed of representatives of the Requestors, using generally- 
accepted standards. If there are significant changes from historical 
measures, the surgeon at issue will be terminated from participation in the 
Proposed Arrangement. 


’The current year will be the twelve-month term of the contract for which the 
Surgical Group will be compensated under the Proposed Arrangement. 

®The “base year” will be the twelve months preceding the effective date of the 
contract. For purposes of this opinion, the Proposed Arrangement is limited to the one- 
year term of the contract; accordingly, this opinion is without force and effect with 
respect to any future renewal or extension of the Proposed Arrangement. 
Notwithstanding, we note that any renewal or extension of the Proposed Arrangement 
should incorporate updated base year costs. 
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• The aggregate payment to the Surgical Group will not exceed 50% of the 
projected cost savings identified in the Practice Patterns Report. 

The Hospital and the Surgical Group will document the activities and the payment 
methodology under the Proposed Arrangement and will make the documentation 
available to the Secretary of the United States Department of Health and Human Services, 
upon request. In addition, the Hospital and the Surgical Group will disclose the Proposed 
Arrangement to the patient, including the fact that the Surgical Group’s compensation is 
based on a percentage of the Hospital’s cost savings. The disclosure w ill be made to the 
patient before the patient is admitted to the Hospital for a procedure covered by the 
Proposed Arrangement; if pre-admission disclosure is impracticable (g^., the patient is 
admitted for an unscheduled procedure or the need for the procedure is determined after 
admission), the disclosure will be made before the patient consents to the surgery. The 
disclosures will be in writing, and patients will have an opportunity, if desired, to review 
details of the Proposed Arrangement, including the specific cost savings measures 
applicable to the patient’s surgery. 

II. LEGAL ANALYSIS 

Arrangements like the Proposed Arrangement are designed to align incentives by offering 
physicians a portion of a hospital’s cost savings in exchange for implementing cost saving 
strategies. Under the current reimbursement system, the burden of these costs falls on 
hospitals, not physicians. Payments to physicians based on cost savings may be intended 
to motivate them to reduce hospital costs associated with procedures performed by 
physicians at the hospitals. 

Properly structured, arrangements that share cost savings can serve legitimate business 
and medical purposes. Specifically, properly structured arrangements may increase 
efficiency and reduce waste, thereby potentially increasing a hospital’s profitability. 
However, such arrangements can potentially influence physician judgment to the 
deU-iment of patient care. Our concerns include, but are not limited to, the following: 

(i) stinting on patient care: (ii) "cherry picking" healthy patients and steering sicker (and 
more costly) patients to hospitals that do not offer such arrangements; (iii) payments in 
exchange for patient referrals; and (iv) unfair competition (a "race to the bottom”) among 
hospitals offering cost savings programs to foster physician loyalty and to attract more 
referrals. 

Hospital cost savings programs in general, and the Proposed Arrangement in particular, 
may implicate at least three Federal legal authorities: (i) the civil monetary penalty for 
reductions or limitations of direct patient care services provided to Federal health care 
program beneficiaries, sections 1 128A(b)(l)-(2) of the Act; (ii) the anti-kickback statute, 
section 1 1 28B(b) of the Act; and (iii) the physician self-referral law, section 1877 of the 
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Act.^ We address the first two of these authorities; section 1877 of the Act falls outside 
the scope of the OIG’s advisory opinion authority. We express no opinion on the 
application of section 1877 of the Act to the Proposed Arrangement. 

A. The Civil Monetary Penalty, Sections 1128A(b)(l)-(2) of the Act 

Sections 1 128A(b)(l)-(2) of the Act establish a civil monetary penalty (“CMP”) against 
any hospital or critical access hospital that knowingly makes a payment directly or 
indirectly to a physician (and any physician that receives such a payment) as an 
inducement to reduce or limit items or services to Medicare or Medicaid beneficiaries 
under the physician’s direct care. Hospitals that make (and physicians that receive) such 
payments are liable for CMPs of up to $2,000 per patient covered by the payments. See 
id. There is no requirement that the prohibited payment be tied to a specific patient or to 
a reduction in medically necessary care. The CMP applies only to reductions or 
limitations of items or services provided to Medicare and Medicaid fee-for-service 
beneficiaries.*® 

The CMP prohibits payments by hospitals to physicians that may induce physicians to 
reduce or limit items or services furnished to their Medicare and Medicaid patients. A 
threshold inquiry is whether the Proposed Arrangement will induce physicians to reduce 
or limit items or services. Given the specificity of the Proposed Arrangement, it is 
possible to review the proposed opportunities for savings individually and evaluate their 
potential impact on patient care. 

Having reviewed the twenty-seven individual recommendations, we conclude that, except 
for the unopened surgical tray items and the product substitutions (discussed in more 
detail below), the recommendations implicate the CMP. Simply put, with respect to the 
recommendations regarding the “use as needed” surgical supplies and the product 
standardization, the Proposed Arrangement constitutes an inducement to reduce or limit 


^In addition, nonprofit hospital arrangements raise issues of private inurement and 
private benefit under the Internal Revenue Service’s income tax regulations in connection 
with section 501(c)(3) of the Internal Revenue Code. See Rev. Rul. 69-383, 1969-2 C.B. 
113. We express no opinion on the application of the Internal Revenue Code to the 
Proposed Arrangement. 

‘“Physician incentive arrangements related to Medicare risk-based managed care 
contracts, similar Medicaid contracts, and Medicare Advantage plans (formerly Medicare 
+ Choice) are subject to regulation by the Secretary pursuant to sections 1876(i)(8), 
1903(m)(2)(A)(x), and 1852(j)(4) of the Act (respectively), in lieu of being subject to 
sections 1 128A(b)(l)-(2). See OIG letter regarding hospital-physician incentive plans for 
Medicare and Medicaid beneficiaries enrolled in managed care plans (dated August 19, 
1999), available at http://oig.hhs.gov/fraud/docs/alertsandbulletins/gsletter.htm. See also 
42 C.F.R. § 417.479 (Medicare HMOs or competitive medical plans); 42 C.F.R. § 

422.208 (Medicare Advantage plans); 42 C.F.R. § 438.6 (Medicaid risk plans). 
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the current medical practice at the Hospital. We recognize that the current medical 
practice may involve care that exceeds the requirements of medical necessity. However, 
whether the current medical practice reflects necessity or prudence is irrelevant for 
purposes of the CMP. 

With respect to the recommendations regarding “open as needed” surgical tray items and 
product substitutions, we reach a different conclusion. To the extent that the sole delay in 
providing items or services is the insubstantial time it takes to open a package of supplies 
readily available in the operating room, we believe there will be no perceptible reduction 
or limitation in the provision of items or services to patients sufficient to trigger the CMP. 
With respect to the specific product substitution recommendations, the identified 
substitutions will have no appreciable clinical significance; therefore, we believe there 
will be no perceptible reduction or limitation in the provision of items or services to 
patients sufficient to trigger the CMP. 

In sum, while the recommendations for the “open as needed” surgical tray items and the 
specific product substitutions do not run afoul of the CMP, we find that the CMP would 
apply to the remaining recommendations involving limitations on use of certain surgical 
supplies and product standardization. Notwithstanding, the Proposed Arrangement has 
several features that, in combination, provide sufficient safeguards so that we would not 
seek sanctions against the Requestors under sections 1 l28A(b)(l)-(2) of the Act. 

First , the specific cost-saving actions and resulting savings are clearly and separately 
identified. The transparency of the Proposed Arrangement will allow for public scrutiny 
and individual physician accountability for any adverse effects of the Proposed 
Arrangement, including any difference in treatment among patients based on nonclinical 
indicators. The transparency of the incentives for specific actions and specific procedures 
will also facilitate accountability through the medical-legal professional liability system. 

Second , the Requestors have proffered credible medical support for the position that 
implementation of the recommendations will not adversely affect patient care. The 
Proposed Arrangement will be periodically reviewed by the Requestors to confirm that 
the Proposed Arrangement is not having an adverse impact on clinical care.'^ 

Third, the payments under the Proposed Arrangement are based on all surgeries 
regardless of the patients’ insurance coverage, subject to the cap on payment for Federal 
health care program procedures. Moreover, the surgical procedures to which the 


"We have had the Proposed Arrangement reviewed by a government medical 
expert who concluded that the proposed cost savings measures, as described in the 
advisory opinion request and supplemental submissions, should not adversely affect 
patient care. For purposes of this opinion, however, we rely solely on the Requestors’ 
certifications and nothing in this advisory opinion should be construed as an endorsement 
or conclusion as to the medical propriety of the specific activities being undertaken as 
part of the Proposed Arrangement. 
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Proposed Arrangement applies are not disproportionately performed on Federal health 
care program beneficiaries. Additionally, the cost savings are calculated on the 
Hospital’s actual out-of-pocket acquisition costs, not an accounting convention. 

Fourth, the Proposed Arrangement protects against inappropriate reductions in services 
by utilizing objective historical and clinical measures to establish baseline thresholds 
beyond which no savings accrue to the Surgical Group. The Requestors have certified 
that these baseline measures are reasonably related to the Hospital’s or comparable 
hospitals’ practices and patient populations. These safeguards are action-specific and not 
simply based on isolated patient outcome data unrelated to the specific changes in 
operating room practices. 

Fifth , the product standardization portion of the Proposed Arrangement further protects 
against inappropriate reductions in services by ensuring that individual physicians will 
still have available the same selection of cardiac devices after implementation of the 
Proposed Arrangement as before. The Proposed Arrangement is designed to produce 
savings through inherent clinical and fiscal value and not from restricting the availability 
of devices. 

Sixth , the Hospital and the Surgical Group will provide written disclosures of their 
involvement in the Proposed Arrangement to patients whose care may be affected by the 
Proposed Arrangement and will provide patients an opportunity to review the cost savings 
recommendations prior to admission to the Hospital (or, where pre-admission consent is 
impracticable, prior to consenting to surgery). While we do not believe that, standing 
alone, such disclosures offer sufficient protection from program or patient abuse, 
effective and meaningful disclosure offers some protection against possible abuses of 
patient trust. 

Seventh , the financial incentives under the Proposed Arrangement are reasonably limited 
in duration and amount. 

Eighth, because the Surgical Group’s profits are distributed to its members on a per capita 
basis, any incentive for an individual surgeon to generate disproportionate cost savings is 
mitigated. 

Our decision not to impose sanctions on the Requestors in connection with the Proposed 
Arrangement is an exercise of our discretion and is consistent with our Special Advisory 
Bulletin on “Gainsharing Arrangements and CMPs for Hospital Payments to Physicians 
to Reduce or Limit Services to Beneficiaries” (July 1999) (the “Special Advisory 
Bulletin”). We reiterate that the CMP applies to any payment by a hospital to a physician 


^^Ordinarily, we would expect patient disclosures to be coupled with patient 
satisfaction surveys that closely monitor patient perceptions of their care. However, in 
the context of the Proposed Arrangement, which focuses on items and medications used 
in operating rooms, we believe that patient satisfaction surveys would not be effective. 
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that is intended to induce the reduction or limitation of items or services to Medicare or 
Medicaid patients under the physician’s direct clinical care. The Proposed Arrangement 
is markedly different from many “gainsharing” plans, particularly those that purport to 
pay physicians a percentage of generalized cost savings not tied to specific, identifiable 
cost-lowering activities. Importantly, the Proposed Arrangement sets out the specific 
actions to be taken and ties the remuneration to the actual, verifiable cost savings 
attributable to those actions. This transparency allows an assessment of the likely effect 
of the Proposed Arrangement on quality of care and ensures that the identified actions 
will be the cause of the savings. 

By contrast, many gainsharing plans contain features that heighten the risk that payments 
will lead to inappropriate reductions or limitations of services. These features include, 
but are not limited to, the following: 

• There is no demonstrable direct connection between individual actions and 
any reduction in the hospital’s out-of-pocket costs (and any corresponding 
“gainsharing” payment). 

• The individual actions that would give rise to the savings are not identified 
with specificity. 

• There are insufficient safeguards against the risk that other, unidentified 
actions, such as premature hospital discharges, might actually account for 
any “savings.” 

• The quality of care indicators are of questionable validity and statistical 
significance. 

• There is no independent verification of cost savings, quality of care 
indicators, or other essential aspects of the arrangement. 

Simply put, many “gainsharing” plans present substantial risks for both patient and 
program abuse - risks that are not present in the Proposed Arrangement. Given the 
limited duration and scope of the Proposed Arrangement, the safeguards provide 
sufficient protections against patient and program abuse. Other arrangements, including 
those that are longer in duration or more expansive in scope than the Proposed 
Arrangement, are likely to require additional or different safeguards. 

B. The Anti-Kickback Statute 

The anti-kickback statute makes it a criminal offense knowingly and willfully to offer, 
pay, solicit, or receive any remuneration to induce or reward referrals of items or services 
reimbursable by a Federal health care program. See section 1 128B(b) of the Act. Where 
remuneration is paid purposefully to induce or reward referrals of items or services 
payable by a Federal health care program, the anti-kickback statute is violated. By its 
terms, the statute ascribes criminal liability to parties on both sides of an impermissible 
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“kickback” transaction. For purposes of the anti-kickback statute, “remuneration” 
includes the transfer of anything of value, directly or indirectly, overtly or covertly, in 
cash or in kind. 

The statute has been interpreted to cover any arrangement where one purpose of the 
remuneration was to obtain money for the referral of services or to induce further 
referrals. United States v. Kats . 871 F.2d 105 (9th Cir. 1989); United States v. Greber . 
760 F.2d 68 (3d Cir.), cert, denied , 474 U.S. 988 (1985). Violation of the statute 
constitutes a felony punishable by a maximum fine of $25,000, imprisonment up to five 
years, or both. Conviction will also lead to automatic exclusion from Federal health care 
programs, including Medicare and Medicaid. Where a party commits an act described in 
section 1 128B(b) of the Act, the OIG may initiate administrative proceedings to impose 
civil monetary penalties on such party under section 1 128A(a)(7) of the Act. The OIG 
may also initiate administrative proceedings to exclude such party from the Federal health 
care programs under section 1 128(b)(7) of the Act. 

The Department of Health and Human Services has promulgated safe harbor regulations 
that define practices that are not subject to the anti-kickback statute because such 
practices would be unlikely to result in fraud or abuse. See 42 C.F.R. § 1001 .952. The 
safe harbors set forth specific conditions that, if met, assure entities involved of not being 
prosecuted or sanctioned for the arrangement qualifying for the safe harbor. However, 
safe harbor protection is afforded only to those arrangements that precisely meet all of the 
conditions set forth in the safe harbor. 

The safe harbor for personal services and management contracts, 42 C.F.R. §1001. 952(d), 
is potentially applicable to the Proposed Arrangement. In relevant part for purposes of 
this advisory opinion, the personal services safe harbor requires that the aggregate 
compensation paid for the services be set in advance and consistent with fair market value 
in arm’s-length transactions. The Proposed Arrangement would not fit in the safe harbor 
because the Surgical Group will be paid on a percentage basis, and thus the compensation 
would not be set in advance. However, the absence of safe harbor protection is not fatal. 
Instead, the Proposed Arrangement must be subject to case-by-case evaluation. 

Like any compensation arrangement between a hospital and a physician who admits or 
refers patients to such hospital, we are concerned that the Proposed Arrangement could be 
used to disguise remuneration from the Hospital to reward or induce referrals by the 
Surgical Group. Specifically, the Proposed Arrangement could encourage the surgeons to 
admit Federal health care program patients to the Hospital, since the surgeons would 
receive not only their Medicare Part B professional fee, but also, indirectly, a share of the 
Hospital’s payment, depending on cost savings. In other words, the more procedures a 
surgeon performs at the Hospital, the more money he or she is likely to receive under the 
Proposed Arrangement. 

While we believe the Proposed Arrangement could result in illegal remuneration if the 
requisite intent to induce referrals were present, we would not impose sanctions in the 
particular circumstances presented here and as qualified below. 
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First, the circumstances and safeguards of the Proposed Arrangement reduce the 
likelihood that the arrangement will be used to attract referring physicians or to increase 
referrals from existing physicians. Specifically, participation in the Proposed 
Arrangement will be limited to surgeons already on the medical staff, thus limiting the 
likelihood that the Proposed Arrangement will attract other surgeons. In addition, the 
potential savings derived from procedures for Federal health care program beneficiaries 
will be capped based on the prior year’s admissions of Federal health care program 
beneficiaries. Finally, the contract term will be limited to one year, reducing any 
incentive to switch facilities, and admissions will be monitored for changes in severity, 
age, or payor. Thus, while the incentive to refer will not necessarily be eliminated, it will 
be substantially reduced. 

Second , the structure of the Proposed Arrangement eliminates the risk that the Proposed 
Arrangement will be used to reward cardiologists or other physicians who refer patients 
to the Surgical Group or its surgeons. The Surgical Group is the sole participant in the 
Proposed Arrangement and is composed entirely of cardiac surgeons; no cardiologists or 
other physicians are members of the Surgical Group or share in its profit distributions. 
Within the Surgical Group, profits are distributed to its members on a per capita basis, 
mitigating any incentive for an individual surgeon to generate disproportionate cost 
savings. 

Third , the Proposed Arrangement sets out with specificity the particular actions that will 
generate the cost savings on which the payments are based. While many of the 
recommendations in the Practice Patterns Report are simple common sense, they do 
represent a change in operating room practice, for which the surgeon is responsible and 
will have liability exposure. While most of the recommendations would appear to present 
minimal risk, limitation on use of certain surgical supplies and product standardization 
each carry some increased liability risk for the physicians. It is not unreasonable for the 
surgeon to receive compensation for the increased risk from the proposed change in 
practice. Moreover, the payments will represent a portion of one year’s worth of cost 
savings and will be limited in amount (i.e. . the aggregate cap), duration (i.e. . the limited 
contract term), and scope (i.e. . the total savings that can be achieved from the 
implementation of any one recommendation are limited by appropriate utilization levels). 
The payments under the Proposed Arrangement do not appear unreasonable, given, 
among other things, the nature of the actions required of the physicians to implement the 
twenty-seven recommended actions, the specificity of the payment formula, and the cap 
on total remuneration to the Surgical Group. We caution that payments of 50% of cost 
savings in other arrangements, including multi-year arrangements or arrangements with 
generalized cost savings formulae, could well lead to a different result. 


‘^We are precluded by statute from opining on whether fair market value shall be 
or was paid for goods, services, or property. See 42 U.S.C. § 1320a-7d(b)(3)(A). While 
the Requestors have certified that the payments under the Proposed Arrangement are 
consistent with fair market value, we do not rely on that certification in this opinion, nor 
have we have made an independent fair market value assessment. 
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In light of these circumstances and safeguards, the Proposed Arrangement poses a low 
risk of fraud or abuse under the anti-kickback statute. 

III. CONCLUSION 

Notv. ithstanding the foregoing, we reiterate our concerns regarding many arrangements 
between hospitals and physicians to share cost savings. Improperly designed or 
implemented arrangements risk adversely afl'ccting patient care and could be v ehicles to 
disguise payments for referrals. For example, an arrangement that cannot be adequately 
and accurately measured for quality of care would pose a high risk of fraud or abuse, as 
would one that rewards physicians based on overall cost savings without accountability 
for specific cost reduction measures. Moreover, arrangements structured so as to pose a 
heightened potential for patient steering and unfair competition would be considered 
suspect. In short, this opinion is predicated on the specific arrangement 
posed by the Requestors and is limited to that specific arrangement. Other apparently 
similar arrangements could raise different concerns and lead to a different result. 

Based on the facts certified in your request for an advisory opinion and supplemental 
submissions, we conclude: (i) the Proposed Arrangement would constitute an improper 
payment to induce reduction or limitation of serv ices pursuant to sections 1 128A(b)(l)- 
(2) of the Act, but that the OIG would not impose sanctions under sections 1 1 28A(bX 1 )- 
(2) on the Requestors in connection with tlie Proposed Arrangement; and (ii) the 
Proposed Arrangement would potentially generate prohibited remuneration under the 
anti-kickback statute, if the requisite intent to induce or reward referrals of Federal health 
care program business were present, but that the OIG would not impose administrative 
sanctions on the Requestors under sections 1 128(b)(7) or 1 l28A(a)(7) of the Act (as those 
sections relate to the commission of acts described in section 1 128B(b) of the Act) in 
connection with the Proposed Arrangement. 

IV. LIMITATIONS 

The limitations applicable to this opinion include the following: 

• This advisory opinion is issued only to [names redacted], the requestors of 
this opinion. This advisory opinion has no application to, and cannot be 
relied upon by, any other individual or entity. 

• This advisory opinion may not be introduced into ev idence in any matter 
involving an entity or individual that is not a requestor to this opinion. 

• This advisory opinion is applicable only to the statutory prov isions 
specifically noted above. No opinion is expressed or implied herein with 
respect to the application of any other Federal, state, or local statute, rule, 
regulation, ordinance, or other law that may be applicable to the Proposed 
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Arrangement, including, without limitation, the physician self-referral law, 
section 1877 of the Act. 

• Tliis advisory opinion will not bind or obligate any agency other than the 
U.S. Department of Health and Human Serv ices. 

• This advisory opinion is limited in scope to the specific arrangement 
described in this letter and has no applicability to other arrangements, even 
those that appear similar in nature or scope. 

• No opinion is expressed herein regarding the liability of any party under the 
False Claims Act or other legal authorities for any improper billing, claims 
submission, cost reporting, or related conduct. 

This opinion is also subject to any additional limitations set forth at 42 C.F.R. Part 1008. 

The OIG will not prcKeed against the Requestors with respect to any action that is part of 
the Proposed Arrangement taken in good faith reliance upon this advisory opinion, as 
long as all of the material facts have been fully, completely, and accurately presented, and 
the Proposed Arrangement in practice comports with the infonnation provided. The OIG 
resetv'es the right to reconsider the questions and issues raised in this advisory opinion 
and, where the public interest requires, to rescind, modify, or terminate this opinion. In 
the event that this advisory opinion is modified or terminated, the OIG will not proceed 
against the Requestors with respect to any action taken in good faith reliance upon this 
advisory opinion, where all of the relevant facts were fully, completely, and accurately 
presented, and where such action was promptly discontinued upon notification of the 
modification or termination of this advisory opinion. An advisory opinion may be 
rescinded only if the relevant and material facts have not been fully, completely, and 
accurately disclosed to the OIG. 


Sincerely, 

/s/ 

Lewis Morris 

Chief Counsel to the Inspector General 


[Appendix A Redacted] 
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DEPARTMENT OF HEALTH AND HI MAN SERMCES Office of lD>pecior General 


Washington, D.C. 20201 


[He redact certain identifying information and certain potentially privileged, 
confidential, or proprietaiy information associated with the individual or entity, unless 
otheiM ise approved by the requestors.] 

Issued: November 9, 2006 

Posted: November 16, 2006 

[names and addresses redacted] 

Re: OIG Advisory Opinion No. 06-22 

Ladies & Gentlemen: 

We are writing in response to your request for an advisory opinion concerning a proposed 
arrangement in which a hospital will share with a group of cardiac surgeons a percentage 
of the hospital's cost savings arising from the surgeons' implementation of a number of 
cost reduction measures in certain surgical procedures (the "Proposed Arrangement"). 

The cost savings will be measured based on the surgeons' elimination of waste and use of 
specific supplies during designated cardiac surgery procedures. You have inquired 
whether the Proposed Arrangement would constitute grounds for sanctions arising under: 
(i) the civil monetary penalty for a hospital’s payment to a physician to induce reductions 
or limitations of serv ices to Medicare or Medicaid beneficiaries under the physician's 
direct care, sections 1 128A(b)(l)-(2) of the Social Security Act (the "Act"); or (ii) the 
exclusion authority at section 1 128(b)(7) of the Act or the civil monetary penalty provision 
at section 1 1 28A(a)(7) of the Act, as those sections relate to the commission of acts 
described in section 1 128B(b) of the Act, the anti-kickback statute. 

You have certified that all of the information provided in your request, including all 
supplementary letters, is true and correct and constitutes a complete description of the 
relevant facts and agreements among the parties. 

In issuing this opinion, we have relied solely on the facts and information presented to us. 
We have not undertaken an independent investigation of such information. This opinion is 
limited to the facts presented. If material facts have not been disclosed or have been 
misrepresented, this opinion is without force and effect. 

Based on the information provided and the totality of the facts as described and certified in 
your request for an advisory opinion and supplemental submissions, we conclude that: (i) 
the Proposed Arrangement would constitute an improper payment to induce reduction or 
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limitation of services pursuant to sections 1 128A(b)(l)-(2) of the Act, but that the Office 
of Inspector General (“OIG”) would not impose sanctions on the requestors of this 
advisory opinion, [names redacted] (the “Requestors”), in connection with the Proposed 
Arrangement; and (ii) the Proposed Arrangement would potentially generate prohibited 
remuneration under the anti-kickback statute, if the requisite intent to induce or reward 
referrals of Federal healfli care program business were present, but that the OIG would not 
impose administrative sanctions on the Requestors under sections 1 128(b)(7) or 
1 128A(a)(7) of the Act (as those sections relate to the commission of acts described in 
section 1 128B(b) of the Act) in connection with the Proposed Arrangement. 

This opinion may not be relied on by any persons other than the Requestors and is further 
qualified as set out in Part IV below and in 42 C.F.R. Part 1008. 

L FACTUAL BACKGROUND 

A. Parties 

The Hospital. [Name redacted] (the “Hospital”) is an acute care hospital in [city and state 
redacted], that offers a broad range of inpatient and outpatient hospital services, including 
cardiac surgery services. The Hospital is a participating provider in the Medicare and 
Medicaid programs. 

The Surgeon Group. [Name redacted] (the “Surgeon Group”) is a professional association 
composed exclusively of cardiac surgeons who are licensed in the State of [name redacted] 
and have active medical staff privileges at the Hospital. The cardiac surgeons refer 
patients to the Hospital for inpatient and outpatient hospital services. The Surgeon Group 
is the only group of cardiac surgeons that practices at the Hospital.^ 

The Program Administrator. The Hospital has engaged [name redacted] (the “Program 
Administrator”) to administer the Proposed Arrangement. The Program Administrator 
will collect data and analyze and manage the Proposed Arrangement.^ The Hospital will 
pay the Program Administrator a monthly fixed fee certified by the Requestors to be fair 
market value in an arm’s-length transaction for services to be provided by the Program 
Administrator under the Proposed Arrangement. The fee will not be tied in any way to 
cost savings or the Surgeon Group’s compensation under the Proposed Arrangement. 


’Surgeons in the Surgeon Group also practice at two other hospitals in the region. 

^The Program Administrator has developed software products that measure cost, 
quality, and utilization on a national basis. The products are certified by both the 
American College of Cardiology and the Society of Thoracic Surgery. 
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B. The Proposed Arrangement 

Under the Proposed Arrangement, the Hospital will pay the Surgeon Group a share of the 
first year cost savings directly attributable to specific changes in the Surgeon Group’s 
operating room practices. The Program Administrator conducted a study of the historic 
practices at the Hospital’s cardiac surgery department and identified twenty-four specific 
cost-savings opportunities. The results of the Program Administrator’s study of the 
Surgeon Group and the specific cost-savings opportunities are summarized in a “Practice 
Patterns Report.”^ The Hospital and the Surgeon Group have reviewed the Practice 
Patterns Report for medical appropriateness and each has adopted its recommendations 
and conclusions. 

In general, the Practice Patterns Report recommends that the Surgeon Group change its 
current operating room practices to curb the inappropriate use or waste of medical 
supplies. The Practice Patterns Report identifies twenty-four specific recommendations 
that can be roughly grouped into the following three categories. 

The first category consists of five recommendations that involve limiting the use of certain 
surgical supplies (hereafter, the ‘hise as needed” recommendations). The Requestors have 
certified that the individual surgeon will make a patient-by-patient determination as to 
whether these items are clinically indicated and that the surgical supplies will still be 
readily available to the surgeons. The Requestors have further certified that any resulting 
limitations on the use of these products will not adversely affect patient care. Included in 
this category is a recommendation to limit use of Aprotinin - a medication currently given 
to many surgical patients pre-operatively to prevent hemorrhaging - to patients that are at 
higher risk of perioperative hemorrhage as indicated by objective clinical standards. 

The second category, involving nine recommendations, consists of the substitution, in 
whole or in part, of less costly items for the items currently being used by the surgeons. 
The substitutions involve types of items and services for which a product substitution will 
have no appreciable clinical significance (e.g .. substituting reusable hyperthermia 
blankets, reusable gel pad, and ace bandages). For example, currently a disposable 
warming blanket is used on all open heart cases to maintain body temperature. Under the 
Proposed Arrangement, surgeons would be asked to utilize reusable warming blankets. 

The final category, involving ten recommendations, consists of product standardization of 
certain cardiac devices where medically appropriate. For this category, the Surgeon Group 
would be required to work in conjunction with the Hospital to evaluate and clinically 


^The Practice Patterns Report for the Surgeon Group, dated June 2, 2006, is 
attached to this advisory opinion as Appendix A . The Requestors’ original submission 
included additional cost savings recommendations that posed an unacceptable risk of 
fi'aud and abuse. The Requestors withdrew those recommendations from the Proposed 
Arrangement. 
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review vendors and products.'* The Surgeon Group would agree to use the selected 
products where medically appropriate, which may require additional training or changes in 
clinical practice. 

The Proposed Arrangement contains several safeguards intended to protect against 
inappropriate reductions in services. With respect to the use as needed recommendations, 
the Proposed Arrangement would utilize objective historical and clinical measures 
reasonably related to the practices and the patient population at the Hospital to establish a 
“floor” beyond which no savings would accrue to the Surgical Group. For example, with 
respect to Aprotinin, the Proposed Arrangement uses specific, objective, generally- 
accepted clinical indicators reasonably related to the practices of the Hospital and its 
patient population to determine medical appropriateness.^ Currently, Aprotinin is used in 
approximately 48% of the cases specified under the Proposed Arrangement. According to 
the Program Administrator, national data indicates a best practice usage of 20% for 
Aprotinin. Under the Proposed Arrangement, savings from reduced use of Aprotinin will 
not be credited to the Surgeon Group if the savings result from utilization of Aprotinin in 
less than 20% of cases or if the savings result from failure to use Aprotinin in a case that 
meets the clinical indicators. All surgical cases - including cases in which Aprotinin is not 
administered - will be reviewed by the Program Administrator to determine if the 
surgeons followed the objective clinical indicators for determining whether Aprotinin was 
used appropriately. 

With respect to the product substitution recommendations in the Proposed Arrangement, 
as the identified substitutions'^ will have no appreciable clinical significance, no floors are 
set.^ 

Importantly, with respect to the product standardization recommendations, the Requestors 
have certified that the individual surgeons will make a patient-by-patient determination of 
the most appropriate cardiac device and the availability of the full range of cardiac devices 
will not be compromised by the product standardization. The Requestors have further 


'‘We note that the Practice Patterns Report identifies with specificity the vendors 
and products at issue. 

^The objective clinical indicators used in the Proposed Arrangement to determine 
when Aprotinin is administered appropriately are cited in medical literature. Lemmer et 
al.,ATS 62: 1659-68 (1996). 

®The Practice Patterns Report clearly identifies with specificity each substitution 
recommendation under this category. 

’We note that for product substitution recommendations that are of clinical 
significance, we would require additional safeguards, such as the establishment of quality 
thresholds beyond which no cost savings would be credited. 
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certified that individual physicians will still have available the same selection of devices 
after implementation of the Proposed Arrangement as before and that the economies 
gained through the Proposed Arrangement will result from inherent clinical and fiscal 
value and not from restricting the availability of devices. 

According to the Program Administrator, if implemented in accordance with the Practice 
Patterns Report’s specifications, the twenty-four recommendations would present 
substantial cost savings opportunities for the Hospital without adversely impacting the 
quality of patient care. 

The Hospital will pay the Surgeon Group 50% of the cost savings achieved by 
implementing the twenty-four recommendations in the Practice Patterns Report for a 
period of one year. At the end of the year, cost savings will be calculated separately for 
each of the twenty-four recommendations; this will preclude shifting of cost savings and 
ensure that savings generated by utilization beyond the set targets, as applicable, will not 
be credited to the Surgeon Group. This payment will constitute the entire compensation 
paid to the Surgeon Group for services performed under the contract memorializing the 
Proposed Arrangement between the Surgeon Group and the Hospital. For purposes of 
calculating the payment to the Surgeon Group, the cost savings will be calculated by 
subtracting the actual costs incurred for the items specified in the twenty-four 
recommendations when used by surgeons in the Surgeon Group during the specified 
surgical procedures (the “current year costs”*) from the historic costs for the same items 
when used during comparable surgical procedures in the base year (the “base year costs’’^). 
The current year costs will be adjusted to account for any inappropriate reductions in use 
of items beyond the targets set in the Practice Patterns Report. The payment to the 
Surgeon Group will be 50% of the difference between the adjusted current year costs and 
base year costs, if any. 

The Hospital will make an aggregate payment to the Surgeon Group, which distributes its 
profits to each of its members on a per capita basis. Payments to the Surgeon Group will 
also be subject to the following limitations: 

• If the volume of procedures payable by a Federal health care program in the 

current year exceeds the volume of like procedures payable by a Federal 


*The current year will be the twelve-month term of the contract for which the 
Surgeon Group will be compensated under the Proposed Arrangement. 

^The “base year” will be the twelve months preceding the effective date of the 
contract. For purposes of this opinion, the Proposed Arrangement is limited to the one- 
year term of the contract; accordingly, this opinion is without force and effect with 
respect to any future renewal or extension of the Proposed Arrangement. 
Notwithstanding, we note that any renewal or extension of the Proposed Arrangement 
should incorporate updated base year costs. 
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health care program performed in the base year, there will be no sharing of 
cost savings for the additional procedures. 

* To minimize the surgeons’ financial incentive to steer more costly patients to 
other hospitals, the case severity, ages, and payors of the patient population 
treated under the Proposed Arrangement will be monitored by a committee 
composed of representatives of the Requestors, using generally-accepted 
standards. If there are signilicant changes from historical measures, the 
surgeon at issue will be terminated from participation in the Proposed 
Arrangement. 

• The aggregate payment to the Surgeon Group will not exceed 50% of the 
projected eost savings identified in the Practice Patterns Report. 

The Hospital and the Surgeon Group will document the activities and the payment 
methodology under the Proposed Arrangement and will make the documentation available 
to the Secretary of the United States Department of Health and Human Services, upon 
request. In addition, the Hospital and the Surgeon Group will disclose the Proposed 
Arrangement to the patient, including the fact that the Surgeon Group’s compensation is 
based on a percentage of the Hospital’s cost savings. The disclosure will be made to the 
patient before the patient is admitted to the Hospital for a procedure covered by the 
Proposed Arrangement; if pre-admission disclosure is impracticable (e,g.. the patient is 
admitted for an unscheduled procedure or the need for the procedure is determined after 
admission), the disclosure will be made before the patient consents to the surgery. The 
disclosures will be in writing, and patients will have an opportunity, if desired, to review 
details of the Proposed Arrangement, including the specific cost savings measures 
applicable to the patient’s surgery. 

H. LEGAL ANALYSIS 

Arrangements like the Proposed Arrangement are designed to align incentives by offering 
physicians a portion of a hospital’s cost savings in exchange for implementing cost saving 
strategies. Under the current reimbursement system, the burden of these co.sts falls on 
hospitals, not physicians. Payments to physicians based on cost savings may be intended 
to motivate them to reduce hospital costs associated with procedures performed by 
physicians at the hospitals. 

Properly structured, arrangements that share cost savings can serve legitimate business and 
medical purposes. Specifically, properly structured arrangements may increase efficiency 
and reduce waste, thereby potentially increasing a hospital’s profitability. However, such 
arrangements can potentially influence physician judgment to the detriment of patient care. 
Our concerns include, but are not limited to, the following: 

(i) stinting on patient care; (ii) “cherry picking” healthy patients and steering sicker (and 
more costly) patients to hospitals that do not offer .such arrangements; (iii) payments in 
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exchange for patient referrals; and (iv) unfair competition (a “race to the bottom”) among 
hospitals offering cost savings programs to foster physician loyalty and to attract more 
referrals. 

Hospital cost savings programs in general, and the Proposed Arrangement in particular, 
may implicate at least three Federal legal authorities: (i) the civil monetary penalty for 
reductions or limitations of direct patient care services provided to Federal health care 
program beneficiaries, sections 1 128A(b)(l)-(2) of the Act; (ii) the anti-kickback statute, 
section 1 128B(b) of the Act; and (iii) the physician self-referral law, section 1877 of the 
Act.’° We address the first two of these authorities; section 1877 of the Act falls outside 
the scope of the OIG’s advisory opinion authority. We express no opinion on the 
application of section 1877 of the Act to the Proposed Arrangement. 

A. The Civil Monetary Penalty, Sections 1128A(b)(l)-(2) of the Act 

Sections 1 128A(b)(l)-(2) of the Act establish a civil monetary penalty (“CMP”) against 
any hospital or critical access hospital that knowingly makes a payment directly or 
indirectly to a physician (and any physician that receives such a payment) as an 
inducement to reduce or limit items or services to Medicare or Medicaid beneficiaries 
under the physician’s direct care. Hospitals that make (and physicians that receive) such 
payments are liable for CMPs of up to $2,000 per patient covered by the payments. See 
id. There is no requirement that the prohibited payment be tied to a specific patient or to a 
reduction in medically necessary care. The CMP applies only to reductions or limitations 
of items or services provided to Medicare and Medicaid fee-for-service beneficiaries.^^ 

The CMP prohibits payments by hospitals to physicians that may induce physicians to 
reduce or limit items or services furnished to their Medicare and Medicaid patients. A 
threshold inquiry is whether the Proposed Arrangement will induce physicians to reduce or 


^'’In addition, nonprofit hospital arrangements raise issues of private inurement and 
private benefit under the Internal Revenue Service’s income tax regulations in connection 
with section 501(c)(3) of the Internal Revenue Code. See Rev. Rul. 69-383, 1969-2 C.B. 
113. We express no opinion on the application of the Internal Revenue Code to the 
Proposed Arrangement. 

"Physician incentive arrangements related to Medicare risk-based managed care 
contracts, similar Medicaid contracts, and Medicare Advantage plans (formerly Medicare 
+ Choice) are subject to regulation by the Secretary pursuant to sections 1 876(i)(8), 
1903(m)(2)(A)(x), and 1852(j)(4) of the Act (respectively), in lieu of being subject to 
sections 1 128A(b)(l)-(2). See OIG letter regarding hospital-physician incentive plans for 
Medicare and Medicaid beneficiaries enrolled in managed care plans (dated August 19, 
1999), available at http://oig.hhs.gov/fraud/docs/alertsandbulletins/gsletter.htm. See also 
42 C.F.R. § 417.479 (Medicare HMOs or competitive medical plans); 42 C.F.R. § 

422.208 (Medicare Advantage plans); 42 C.F.R. § 438.6 (Medicaid risk plans). 
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limit items or sen'ices. Given the specificity of the Proposed Arrangement, it is possible 
to review the proposed opportunities for savings individually and evaluate their potential 
impact on patient care. 

Having reviewed the twenty-four individual recommendations, we conclude that, except 
for the product substitutions (discussed in more detail below), the recommendations 
implicate the CMP. Simply put, with respect to the recommendations regarding the “use 
as needed” surgical supplies, Aprotinin, and the product standardization, the Proposed 
Arrangement constitutes an inducement to reduce or limit the current medical practice at 
the Hospital. We recognize that the current medical practice may involve care that 
exceeds the requirements of medical necessity. However, whether the current medical 
practice reflects necessity or prudence is irrelevant for purposes of the CMP. 

With respect to the recommendations regarding specific product substitution 
recommendations, the identified substitutions will have no appreciable clinical 
significance; therefore, we believe there will be no perceptible reduction or limitation in 
the provision of items or services to patients sufficient to trigger the CMP. 

In sum, while the recommendations for the specific product substitutions do not run afoul 
of the CMP, we find that the CMP would apply to the remaining recommendations 
involving limitations on use of certain surgical supplies, Aprotinin, and product 
standardization. Notw'ithstanding, the Proposed Arrangement has several features that, in 
combination, provide sufficient safeguards so that we would not seek sanctions against the 
Requestors under sections 1 128A(bXl)-(2) of the Act. 

First , the specific cost-saving actions and resulting savings are clearly and separately 
identified. Tlie transparency of the Proposed Arrangement will allow for public scrutiny 
and individual physician accountability for any adverse effects of the Proposed 
Arrangement, including any difference in treatment among patients based on nonclinical 
indicators. The transparency of the incentives for specific actions and specific procedures 
will also facilitate accountability through the medical-legal professional liability system. 

Second , the Requestors have proffered credible medical support for the position that 
implementation of the recommendations will not adversely affect patient care. The 
Proposed Arrangement will be periodically reviewed by the Requestors to confirm that the 
Proposed Arrangement is not having an adverse impact on clinical care.'^ 


*-Wc have had the Proposed Arrangement reviewed by a government medical 
expert. The medical expert has concluded that the proposed cost savings measures, as 
described in the advisory opinion request and supplemental submissions, should not 
adversely affect patient care. For purposes of this opinion, however, we rely solely on the 
Requestors* certifications and nothing in this advisory opinion should be constnied as an 
endorsement or conclusion as to the medical propriety of the specific activities being 
undertaken as part of the Proposed Arrangement. 
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Third , the payments under the Proposed Arrangement are based on all surgeries regardless 
of the patients* insurance coverage, subjeet to the cap on payment for Federal health eare 
program procedures. Moreover, the surgical procedures to which the Proposed 
Arrangement applies are not disproportionately performed on Federal health care program 
beneficiaries. Additionally, the cost savings arc calculated on the Hospitafs actual out-of- 
pocket acquisition costs, not an accounting convention. 

Fourth , the Proposed Arrangement protects against inappropriate reductions in seiA'ices by 
utilizing objective historical and clinical measures to establish baseline thresholds beyond 
which no savings accrue to the Surgeon Group. The Requestors have certified that these 
baseline measures are reasonably related to the Hospital’s or comparable hospitals* 
practices and patient populations. These safeguards are action-specific and not simply 
based on isolated patient outcome data unrelated to the specific changes in operating room 
practices. 

Fifth , the product standardization portion of the Proposed Arrangement further protects 
against inappropriate reductions in services by ensuring that individual physicians will still 
have available the same selection of cardiac devices after implementation of the Proposed 
Arrangement as before. The Proposed Arrangement is designed to produce savings 
through inherent clinical and fiscal value and not from restricting the availability of 
devices. 

Sixth , the Hospital and the Surgeon Group will provide written disclosures of (heir 
involvement in the Proposed Arrangement to patients whose care may be affected by Uie 
Proposed Arrangement and will provide patients an opportunity to review the cost savings 
recommendations prior to admission to the Hospital (or, where pre-admission consent is 
impracticable, prior to consenting to surgery). While we do not believe that, standing 
alone, such disclosures offer sufficient protection &om program or patient abuse, effective 
and meaningful disclosure offers some protection against possible abuses of patient trust. 

Seventh , the financial incentives under the Proposed Arrangement are rea.sonably limited 
in duration and amount. 

Eighth, because the Surgeon Group’s profits are distributed to its members on a per capita 
basis, any incentive for an indiv idual surgeon to generate disproportionate cost savings is 
mitigated. 

Our decision not to impose sanctions on the Requestors in connection with the Proposed 
Arrangement is an exercise of our discretion and is consistent with our Special Advisory 


‘^Ordinarily, we would expect patient disclosures to be coupled with patient 
satisfaction surveys that closely monitor patient perceptions of their care. However, in 
the context of the Proposed Arrangement, which focuses on items used in operating 
rooms, we believe that patient satisfaction surv’eys would not be effective. 
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Bulletin on “Gainsharing Arrangements and CMPs for Hospital Payments to Physieians to 
Reduce or Limit Services to Beneficiaries" (July 1999) (the “Special Advisory Bulletin"). 
We reiterate that the CMP applies to any payment by a hospital to a physician that is 
intended to induce the reduction or limitation of items or serv ices to Medicare or Medicaid 
patients under the physician’s direct clinical care. The Proposed Arrangement is markedly 
different from many “gainsharing” plans, particularly those that purport to pay physicians 
a percentage of generalized cost savings not tied to specific, identifiable cost-lowering 
activities. Importantly, the Proposed Arrangement sets out the specific actions to be taken 
and ties the remuneration to the actual, verifiable cost savings attributable to those actions. 
This transparency allows an assessment of the likely effect of the Proposed Arrangement 
on quality of care and ensures that the identified actions will be the cattse of the savings. 

Many “gainsharing” plans present substantial risks for both patient and program abuse - 
risks that are not present in the Proposed Arrangement. Given the limited duration and 
scope of the Proposed Arrangement, the safeguards provide sufficient protections against 
patient and program abuse. Other arrangements, including those that are longer in 
duration or more expansive in scope than the Proposed Arrangement, are likely to require 
additional or different safeguards. 

B. The Anti-Kickback Statute 

Tlie anti-kickback statute makes it a criminal offen.se knowingly and willfully to offer, 
pay, solicit, or receive any remuneration to induce or reward referrals of items or services 
reimbursable by a Federal health care program. See section 1 128B(b) of the Act. Where 
remuneration is paid puiposefully to induce or reward referrals of items or serv'ices 
payable by a Federal health care program, the anti-kickback statute is violated. By its 
terms, the statute ascribes criminal liability to parties on both sides of an impermissible 
“kickback” transaction. For purposes of the anti-kickback stamte, “remuneration” 
includes the transfer of anything of value, directly or indirectly, overtly or covertly, in cash 
or in kind. 

The statute has been interpreted to cover any arrangement where one purpose of the 
remuneration was to obtain money for the referral of services or to induce further referrals. 
United Slates v. Kats . 871 F.2d 105 (9th Cir. 1989); United States v. Greber . 760 F.2d 68 
(3d Cir.), cert, denied . 474 U.S. 988 (1985). Violation of the statute constitutes a felony 
punishable by a maximum fine of $25,000, imprisonment up to five years, or both. 
Conviction will also lead to automatic exclusion from Federal health care programs, 
including Medicare and Medicaid. Where a party commits an act described in section 
1 1 28B(b) of the Act, the OIG may initiate administrative proceedings to impose civil 
monetary penalties on such party under section 1 128A(aX7) of the Act. The OIG may 
also initiate administrative proceedings to exclude such party from the Federal health care 
programs under section 1 128(b)(7) of the Act. 
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The Department of Health and Human Services has promulgated safe harbor regulations 
that define practices that are not subject to the anti-kickback statute because such practices 
would be unlikely to result in fraud or abuse. See 42 C.F.R. § 1001.952. The safe harbors 
set forth specific conditions that, if met, assure entities involved of not being prosecuted or 
sanctioned for the arrangement qualifying for the safe harbor. However, safe harbor 
protection is afforded only to those arrangements that precisely meet all of the conditions 
set forth in the safe harbor. 

The safe harbor for personal services and management contracts, 42 C.F.R. §1001. 952(d), 
is potentially applicable to the Proposed Arrangement. In relevant part for purposes of this 
advisory opinion, the personal services safe harbor requires that the aggregate 
compensation paid for the services be set in advance and consistent with fair market value 
in arm’s-length transactions. The Proposed Arrangement would not fit in the safe harbor 
because the Surgeon Group will be paid on a percentage basis, and thus the compensation 
would not be set in advance. However, the absence of safe harbor protection is not fatal. 
Instead, the Proposed Arrangement must be subject to case-by-case evaluation. 

Like any compensation arrangement between a hospital and a physician who admits or 
refers patients to such hospital, we are concerned that the Proposed Arrangement could be 
used to disguise remuneration from the Hospital to reward or induce referrals by the 
Surgeon Group. Specifically, the Proposed Arrangement could encourage the surgeons to 
admit Federal health care program patients to the Hospital, since the surgeons would 
receive not only their Medicare Part B professional fee, but also, indirectly, a share of the 
Hospital’s payment, depending on cost savings. In other words, the more procedures a 
surgeon performs at the Hospital, the more money he or she is likely to receive under the 
Proposed Arrangement. 

While we believe the Proposed Arrangement could result in illegal remuneration if the 
requisite intent to induce referrals were present, we would not impose sanctions in the 
particular circumstances presented here and as qualified below. 

First , the circumstances and safeguards of the Proposed Arrangement reduce the likelihood 
that the arrangement will be used to attract referring physicians or to increase referrals 
from existing physicians. Specifically, participation in the Proposed Arrangement will be 
limited to surgeons already on the medical staff, thus limiting the likelihood that the 
Proposed Arrangement will attract other surgeons. In addition, the potential savings 
derived from procedures for Federal health care program beneficiaries will be capped 
based on the prior year’s admissions of Federal health care program beneficiaries. Finally, 
the contract term will be limited to one year, reducing any incentive to switch facilities, 
and admissions will be monitored for changes in severity, age, or payor. Thus, while the 
incentive to refer will not necessarily be eliminated, it will be substantially reduced. 

Second, the structure of the Proposed Arrangement eliminates the risk that the Proposed 
Arrangement will be used to reward cardiologists or other physicians who refer patients to 
the Surgeon Group or its surgeons. The Surgeon Group is the sole participant in the 
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Proposed Arrangement and is composed entirely of cardiac surgeons; no cardiologists or 
other physicians are members of the Surgeon Group or share in its profit distributions. 
Within the Surgeon Group, profits are distributed to its members on a per capita basis, 
mitigating any incentive for an individual surgeon to generate disproportionate cost 
savings. 

Third , the Proposed Arrangement sets out with specificity the particular actions that will 
generate the cost savings on which the payments are based. While many of the 
recommendations in the Practice Patterns Report are simple common sense, they do 
represent a change in operating room practice, for which the surgeon is responsible and 
will have liability exposure. While most of the recommendations would appear to present 
minimal risk, product standardization, for example, carries some increased liability risk for 
the physicians. It is not unreasonable for the surgeon to receive compensation for the 
increased risk from the proposed change in practice. Moreover, the payments will 
represent a portion of one year’s worth of cost savings and will be limited in amount (i.e. . 
the aggregate cap), duration (he., the limited contract term), and scope (i.e.. the total 
savings that can be achieved from the implementation of any one recommendation are 
limited by appropriate utilization levels). The payments under the Proposed Arrangement 
do not appear unreasonable, given, among other things, the nature of the actions required 
of the physicians to implement the twenty-four recommended actions, the specificity of the 
payment formula, and the cap on total remuneration to the Surgeon Group. We caution 
that payments of 50% of cost savings in other arrangements, including multi-year 
arrangements or arrangements with generalized cost savings formulae, could well lead to a 
different result. 

In light of these circumstances and safeguards, the Proposed Arrangement poses a low risk 
of fraud or abuse under the anti-kickback statute. 

III. CONCLUSION 

Notwithstanding the foregoing, we reiterate our concerns regarding many arrangements 
between hospitals and physicians to share cost savings. Improperly designed or 
implemented arrangements risk adversely affecting patient care and could be vehicles to 
disguise payments for referrals. For example, an arrangement that cannot be adequately 
and accurately measured for quality of care would pose a high risk of fraud or abuse, as 
would one that rewards physicians based on overall cost savings without accountability for 
specific cost reduction measures. Moreover, arrangements structured so as to pose a 
heightened potential for patient steering and unfair competition would be considered 
suspect. In short, this opinion is predicated on the specific arrangement posed by the 


''‘We are precluded by statute from opining on whether fair market value shall be 
or was paid for goods, services, or property. See 42 U.S.C. § 1320a-7d(b)(3)(A). While 
the Requestors have certified that the payments under the Proposed Arrangement are 
consistent with fair market value, we do not rely on that certification in this opinion, nor 
have we have made an independent fair market value assessment. 
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Requestors and is limited to that specific arrangement. Other apparently similar 
arrangements could raise different concerns and lead to a different result. 

Based on the facts certified in your request for an advisory opinion and supplemental 
submissions, we conclude: (i) the Proposed Arrangement would constitute an improper 
payment to induce reduction or limitation of ser\'ices pursuant to sections 1 l28A(b)(l)-(2) 
of the Act, but that the OIG would not impose sanctions under sections 1 1 28A(b)( 1 H2) 
on the Requestors in connection with the Proposed Arrangement; and (ii) the Proposed 
Arrangement would potentially generate prohibited remuneration under the anti-kickback 
statute, if the requisite intent to induce or reward referrals of Federal health care program 
business were present, but that the OIG would not impose administrative sanctions on the 
Requestors under sections 1 128(bX7) or 1 128A(aX7) of the Act (as those sections relate to 
the commission of acts described in section 1 128B(b) of the Act) in connection with the 
Proposed Arrangement. 

IV. LIMITATIONS 

The limitations applicable to this opinion include the following: 

• This advisory opinion is issued only to [Names redacted], the requestors of 
this opinion. This advisory opinion has no application to, and cannot be 
relied upon by, any other individual or entity. 

• This advisory opinion may not be introduced into evidence in any matter 
involving an entity or individual that is not a requestor to this opinion. 

• This advisory opinion is applicable only to the statutory provisions 
specifically noted above. No opinion is expressed or implied herein with 
respect to the application of any other Federal, state, or local statute, rule, 
regulation, ordinance, or other law that may be applicable to the Proposed 
Arrangement, including, without limitation, the physician self-referral law, 
section 1877 of the Act. 

• This advisory opinion will not bind or obligate any agency other than the 
U.S. Department of Health and Human Services. 

• This advisory opinion is limited in scope to the specific arrangement 
described in this letter and has no applicability to other arrangements, even 
those that appear similar in nature or scope. 

• No opinion is expressed herein regarding the liability of any party under tlie 
False Claims Act or other legal authorities for any improper billing, claims 
submission, cost reporting, or related conduct. 

This opinion is also subject to any additional limitations set forth at 42 C.F.R. Part 1008. 
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The OIG will not proceed against the Requestors with respect to any action that is part of 
the Proposed Arrangement taken in good faith reliance upon this advisory opinion, as long 
as all of the material facts have been ftilly, completely, and accurately presented, and tlie 
Proposed Arrangement in practice comports with the information provided. The OIG 
reserves the right to reconsider the questions and issues raised in this adsisoty opinion 
and, where the public interest requires, to rescind, modity, or terminate this opinion. In 
the event that this advisory opinion is modified or terminated, the OIG will not proceed 
against the Requestors with respect to any action taken in good faith reliance upon this 
advisory opinion, where all of the relevant tacts were fully, completely, and accurately 
presented, and where such action was promptly discontinued upon notification of the 
modification or termination of this advisory opinion. An advisory opinion may be 
rescinded only if the relevant and material facts have not been fully, completely, and 
accurately disclosed to the OIG. 


Sincerely, 

/s/ 

Lewis Morris 

Chief Counsel to the Inspector General 


Attachment A [Redacted] 
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DEPARTMENT OF HEALTH & HI AN SERVICES 


«f in^prrtor Crnertl 


WavbliiKloii. D.C. 20201 


[ IVe redact certain identijying information and certain potentially privileged, 
confidential, or proprietary information associated with the individual or entity, unless 
otherwise approved by the requestor.^ 


Issued: December 28. 2007 

Posted: January 14. 2008 

[Name and Address Redacted] 

Kc: GIG Advisory Opinion No. 07-22 
Ladies & Gentlemen; 

We are writing in response to your request for an advisory opinion concerning an 
arrangement in which a hospital has agreed to share with a group of anesthesiologists a 
percentage of the hospitaPs cost savings arising from the anesthesiologists* implementation 
of a number of cost reduction measures related to anesthesia serv ices provided during 
cardiac surgical procedures (the '‘Arrangement”). ITie cost savings arc measured based on 
the anesthesiologists’ reduction of waste and use of specific devices and supplies during 
designated cardiac surgery procedures. You have inquired whether the Arrangement 
constitutes grounds for sanctions arising under: (i) the civil monetary penalty for a 
hospital’s payment to an anesthesiologist to induce reductions or limitations of serv ices to 
Medicare or Medicaid beneficiaries under the anesthesiologist’s direct care, sections 
1 128A(bXI)‘(2) of the Social Security Act (the “Act”); or (ii) the exclusion authority at 
section 1 128(b)(7) of the Act or the civil monetary penalty provision at section 1 128A(a)(7) 
of the Act. as those sections relate to the commission of acts described in section 1 128B(b) 
of the Act, the anti-kickback statute. 

You liave certified that all of the information provided in your request, including all 
supplementary letters, is true and correct and constitutes a complete description of the 
relevant facts and agreements among the parties. 

In issuing this opinion, we have relied solely on the facts and information presented to us. 
We have not undertaken an independent investigation of such information. This opinion is 
limited to the facts presented. If material facts have not been disclosed or have been 
misrepresented, this opinion is without force and effect. 
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Based on the information provided and the totality of the faets as deseribed and certified in 
your request for an advisory opinion and supplemental submissions, we conclude that: (i) 
the Arrangement could constitute an improper payment to induce reduction or limitation of 
services pursuant to sections 1 128A(b)(l)-(2) of the Act, but that the Office of Inspector 
General (“OIG”) would not impose sanctions on the requestors of this advisory opinion, 
[names redacted] (collectively, the “Requestors”), in connection with the Arrangement; and 
(ii) the Arrangement could potentially generate prohibited remuneration under the anti- 
kickback statute, if the requisite intent to induce or reward referrals of I'cdcral health care 
program business were present, but that the OIG would not impose administrative sanctions 
on the Requestors under sections 1 128(b)(7) or 1 128A(aX7) of the Act (as tliose sections 
relate to the commission of acts de.scribed in section 1 1 28B(b) of the Act) in connection 
with the Arrangement. 

This opinion may not be relied on by any persons other than the Requestors and is further 
qualified as set out in Part IV below and in 42 C.F.R. Part 1008. 

I. FACTUAI, BAC KGROUND 

A. Parties 

The Hospital. [Name redacted] (the “Hospital”) is an acute care hospital in [city and stale 
redacted], that offers a broad range of inpatient and outpatient hospital serv ices, including 
cardiac surgery services, fhe Hospital is a participating provider in the Medicare and 
Medicaid programs. 

The Anesthesiology Group. [Name redacted] (the “Anesthesiology Group”) is a professional 
corporation comprised only of anesthesiologists who are licensed in [stale redacted], have 
active medical staff privileges at the Hospital, and whose practice includes the provision of 
cardiac anesthesia sendees. The Anesthesiology Group is the only group administering 
cardiac anesthesia at tlie Hospital. The Anesthesiology Group’s practice is limited to die 
administration of anesthesia ancillary to procedures perfomied by other physicians. It does 
not furnish pain management or similar free-standing professional sendees or order or 
furnish any separately billable Hospital services. The Anesthesia Group bills and collects 
its own professional fees; it docs not reassign such fees to the Hospital. 

The Program Administrator. The Hospital engaged [name redacted] (die “Program 
Administrator”) to administer the Arrangement. The Program Administrator collected data 
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and analyzed and managed the Arrangement.' lire Hospital paid the Program 
Administrator a monthly fixed fee certified by the Requestors to be fair market value in an 
arm’s-length transaction for services provided by the Program Administrator under the 
Arrangement. Tlie fee was not tied in any way to cost savings or the Anesthesiology 
Group’s compensation under the Arrangement. 

B. The Arrangement 

Under the Arrangement, the Hospital agreed to pay the Anesthesiology Group a share of 
cost savings directly attributable to specific clianges in the Anesthesiology Group’s 
anesthesia practices. The Requestors implemented the Arrangement - and the 
Anesthesiology Group began performance of the specific changes in operating room 
practices - prior to requesting tliis advisory opinion. However, tlic Hospital has not paid 
amounts owed to the Anesthesiology Group under the Arrangement pending the outcome of 
this opinion.^ Thus, w'e are treating the Arrangement as an existing arrangement for 
purposes of this advisory opinion. Tlie Requestors have certified that the Hospital will 
make payments owed under tlie Arrangement upon receipt of a favorable advisory opinion. 

The Program Administrator conducted a study of the historic anesthesia practices at the 
Hospital’s cardiac sirrgery department and identified five specific cost-savings 
opportunities. The results of the Program Administrator’s study of the Anesthesiology 
Group and the specific cost-savings opportunities are summarized in a document entitled 
“Executive Summary of Value Share for Cardiac Anesthesia” (the “Executive Summary”).' 
The Hospital and the Anesthesiology Group reviewed the recommendations and 
conclusions outlined in the Executive Summary for medical appropriateness, and each 
adopted them. 

In general, the Executive Summary recommended that the Anesthesiology Group change its 
operating rrxrm practices to curb the inappropriate use or waste of medical supplies. The 


' Ihe Program Administrator has de\ eloped software products that measure cost, quality, 
and utilization on a national basis. The products are certified by both the American College 
of Cardiology and the Society of Thoracic Surgery. 

'Nonpayment of amounts owed pursuant to a contractual agreement does not, by itself, 
absolve parties from liability under the fraud and abuse laws. 

'The Executive Summary for the Anesthesiology Group is attached to this advisory opinion 
as Appendix A . This opinion is based on the specific cost savings recommendations and 
associated facts set forth in the Executive Summary. Similar cost savings recommendations 
involving different facts could produce a diflerent result. 



221 


Page -4- OIG Advisory Opinion No. 07-22 

Executive Summary identified five specific recommendations that can be roughly grouped 
into the following three categories. 

• “ Use as Needed" Items . The Anesthesiology Group was to eliminate the routine use 
in the specific cardiac procedures covered by the Arrangement of (i) a specific drug 
and (ii) a device used to monitor patients’ brain function (when the reduction 
occured in conjunction with compensating changes in clinical practice) (hereafter, 
the “use as needed” recommendations).'' The Requestors have certified that the 
individual anesthesiologists made patient-by-patient determinations as to whether the 
items were clinically indicated in particular procedures and that the items remained 
readily available to the anesthesiologists. The Requestors further certified that any 
change in the use of these items did not adversely affect patient care.’ 

• Pmdiicl Siibstiliilion . Tire Anesthesiology Group was to substitute, in whole or in 
part, less costly items for items currently being ased by the anesthesiologists during 
the covered cardiac procedures (hereafter, the “product substitution” 
rccormncndations). Specifically, one recommendation involved the use of a specific 
catheter, and the otlier involved a nasogastric tube made with a less expensive 
material. 

• Product Slandardizalion . The Anesthesiology Group w'as to standardize tire use of 
certain fluid warming hot lines where medically appropriate. For this category, the 
Anesthesiology Group was required to work with the I lospital to evaluate and 
clinically review vendors and products.* The Anesthesiology Group agreed to use 
the selected product where medically appropriate, which might have required 
additional Gaining or changes in clinical practice. 

The Arrangement contained several safeguards intended to protect against inappropriate 
reductions in sers ices. The Executive Summary clearly identified with specificity each "use 
as needed” and product substitution recommendation. For the catheter substitution 
recommendation, the Arrangement used objective historical and clinical measures 

‘The Executive Summary identified with specificity the products at issue. 

’In tire case of the device, the Requestors indicate its use in the covered procedures is not 
supported by medical literature and that the American Society of Anesthesiology has issued 
a practice advisory stating that its routine use is not indicated. With respect to the drug, the 
Requestors indicate that its routine use is not supported by evidence and that its use 
significantly increases costs without proven increases in benefits. 

“The Executive Summary identified with specificity the type of product at issue. 
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reasonably related to the praetiees and the patient population at the Hospital, and. in some 
eases, data at comparable hospitals to establish thresholds beyond which no savings accrued 
to the Anesthesiology Group. The Executive Summary indicated tliat a less expensive 
catheter could appropriately be used in 90% of cases; accordingly, the savings achievable 
by using less expensive catheters was limited to 90% of cases. The Anesthesiology Group 
will receive no share of cost savings attributable to using less expensive catheters in more 
than 90% of cases.’ 

Further, the Program Administrator tracked and measured the Hospital’s performance of the 
covered cardiac procedures against the quality indicators established by the Society of 
Thoracic Surgeons (“STS”) throughout the base year and contract year (as defined below). 
According to the Requestors, the STS quality indicators against which all of the 
Arrangement’s recommendations were evaluated reflect objective hospital baselines and 
incorporate specificity sufficient to correlate outcomes with operating room practices. The 
indicators are action-specilic and not simply based on isolated patient outcome data 
unrelated to specific changes in operating room practices. No cost sharing amounts were 
allocated to the Anesthesiology Group for procedures involving reductions in historical STS 
quality indicators. 

Importantly, with respect to the recommendation to slandardi/.e fluid wanning hot lines, the 
Requestors have certified that the individual anesthesiologists made paticni-by-palicnt 
determinations of the most appropriate fluid wanning hot lines, and the availability of the 
full range of lines was not compromised by the product standardization. The Requestors 
have further certified that individual anesthesiologists still had available the same selection 
of lines after implementation of the Arrangement as before and that the economies gained 
through the Arrangement resulted from inherent clinical and fiscal value and not from 
restricting the availability of warming hot lines. 

Finally, the Requestors have certified that all items covered by the Arrangement remained 
readily available for use by the anesthesiologists after implementation of the Arrangement. 

According to the Program Administrator, to the extent implemented in accordance with the 
Executive Sununary’s specifications, the five recommendations presented substantial cost 


’The Arrangement did not include comparable objective utilization thresholds for 
recommendations to eliminate use of the brain function monitor and to use a nasogastric 
tube made of a less expensive material in the covered cardiac procedures. The Requestors 
have certified that the former recommendation was consi.stent with a practice advisory 
issued by the American Society of Anesthesiology and tliat the latter recommendation was 
consistent with the routine standard of care for the covered procedures. 
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savings opportunities for the Hospital without any adverse impaet on the quality of patient 
eare. 

The Hospital intends to pay the Anesthesiology Group 50% of the cost savings achieved by 
implementing the five recommendations in the Executive Summary for a period of one year. 
At the end of the applicable year (the “contract year”), cost savings were calculated 
separately for each of the five recommendations: this precluded shifting of cost savings and 
ensured that savings generated by utilization reduced below the set targets, as applicable, 
were not credited to the Anesthesiology Group. The payment, when made, will constitute 
the entire compensation paid to the Anesthesiology Group for sers ices perfonned pursuant 
to the contract memorializing the Arrangement between the Anesthesiology Group and the 
Hospital. For purposes of calculating the payment to the Anesthesiology Group, the cost 
savings were calculated by .subtracting the actual costs incurred during the contract year for 
the items specified in the five recommendations when used by anesthesiologists in the 
Anesthesiology Group during the specified surgical procedures (the “contract year costs”*) 
from the historic costs for the same items when used during comparable surgical procedures 
in the base year (the “base year costs”*). The current year costs were adjusted to account 
for any inappropriate reductions in use of items beyond the targets set in the Executive 
Summary or in connection with reductions in the STS quality indicators. The payment to 
the Anesthesiology Group was calculated to be 50% of the difference between the adjusted 
contract year costs and base year costs. 

The Hospital is obligated to make an aggregate payment to the Anesthesiology Group, 
which distributes its profits to each of its members on a per capita basis. Calculation of the 
payments to the Anesthesiology Group was also subject to the following limitations: 

• If the Anesthesiology Group’s volume of procedures payable by a Federal health 
care program in the contract year exceeded the volume of like procedures payable by 
a Federal health care program performed in the base year, there was no sharing of 
cost savings for the additional procedures. 


*'lhe current year was the twelve-month period for which the Anesthesiology Group is to be 
compensated under the Arrangement. 

’ iTie “base year” will be the twelve months preceding the current year of the arrangement. 
For purposes of this opinion, the Arrangement is limited to a one-year term: accordingly, 
this opinion is without force and effect with respect to any future renewal or extension of 
the Arrangement. Notwithstanding, we note that any renewal or extension of the 
Arrangement should incorporate updated base year costs. 
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• To minimize the potential for steering of more costly patients to other hospitals, the 
case severity, ages, and payors of the patient population treated under the 
Arrangement were monitored by a committee composed of representatives of the 
Requestors, using generally-accepted standards. If significant changes from 
historical measures indicated that a physician had altered his or her referral patterns 
in a manner beneficial to the Hospital as a result of the Arrangement, the physician at 
issue would have been terminated from participation in the Arrangement. No 
physicians were terminated. 

• Tire Executive Sununary identified projected cost savings, and the aggregate 
payment to the Anesthesiology Group, when made, will not exceed 50% of those 
amounts. 

fhe Hospital and the Anesthesiology Group documented the activities and the payment 
methodology under the Arrangement and agreed to make the documentation available to the 
Secretary of the United States Department of Health and Human Seiv'ices, upon request. In 
addition, the Hospital and the Anesthesiology Group disclosed the Arrangement to patients, 
including tire fact that the Anesthesiology Group’s compensation w'as based on a percentage 
of the Hospital’s cost savings. The disclosure was made to the patient before the patient 
was admitted to the Hospital for a procedure covered by the Arrangement; if pre-admission 
disclosure was impracticable (e^, the patient was admitted for an unscheduled procedure 
or the need for the procedure was determined after admission), the disclosure was made 
before the patient consented to the surgery, fhe disclosures were in writing, and patients 
had an opportunity, if desired, to review' details of the Arrangement, including the specific 
cost savings measures applicable to the patient’s surgery. 

H. LEGAL ANALYSIS 

Arrangements like the Arrangement are designed to align incentives by offering physicians 
a portion of a hospital’s cost savings in exchange for implementing cost saving strategics. 
Under the current reimbursement system, the burden of these costs falls on hospitals, not 
physicians. Payments to physicians based on cost savings may be intended to motivate 
them to reduce hospital costs associated with procedures performed at the hospital. 

Properly structured, arrangements that share cost savings can serve legitimate business and 
medical purposes. Specifically, properly structured arrangements may increase efficiency 
and reduce wa.ste, thereby potentially increasing a hospital’s profitability. However, such 
arrangements can potentially influence physicians’ judgment to the detriment of patient 
care. Our concerns include, but are not limited to, the following: (i) stinting on patient 
care; (ii) “cherry picking” healthy patients and steering sicker (and more costly) patients to 
hospitals dial do not ofl'er such arrangements; (iii) payments in exchange for patient 
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referrals; and (iv) unfair competition (a “race to the bottom”) among hospitals offering cost 
savings programs to foster physician loyalty and to attract more referrals. 

Hospital cost savings programs in general, and the Arrangement in particular, may implicate 
at least three Federal legal authorities: (i) the civil monetary penalty for reductions or 
limitations of direct patient care services provided to Federal health care program 
beneficiaries, sections 1 128A(b)(l)-(2) of tire Act; (ii) the anti-kickback statute, section 
1 1 28B(b) of the Act; and (iii) the physician self-referral law, section 1 877 of the Acl.'° We 
address the first two of these authorities; section 1 877 of the Act falls outside the scope of 
the OIG’s advisory opinion authority. We express no opinion on the application of section 
1 877 of the Act to the Arrangement. 

.\. The Civil Monetary Penalty, .Sections 1 128A(b)(l)-(2) of the Act 

Sections 1 128A(b)(l)-(2) of the Act establish a civil monetary penalty (“CMP") against any 
hospital or critical access hospital that knowingly makes a payment directly or indirectly to 
a physician (and any physician that receives such a payment) as an inducement to reduce or 
limit items or services to Medicare or Medicaid beneficiaries under the physician’s direct 
care. Hospitals that make (and physicians that receive) such payments are liable for CMPs 
of up to $2,000 per patient covered by the payments. See id. Ihere is no requirement that 
the prohibited payment be tied to a specific patient or to a reduction in medically necessary 
care. Ihe CMP applies only to reductions or limitations of items or services provided to 
Medicare and Medicaid fee-for-serv ice beneficiaries." 

The CMP prohibits payments by hospitals to physicians that may induce physicians to 
reduce or limit items or services furnished to their Medicare and Medicaid patients. A 


'“In addition, nonprofit hospital arrangements raise issues of private inurement and private 
benefit under the Internal Revenue Service’s income tax regulations in connection with 
section 501(c)(3) of the Internal Revenue Code. See Rev. Rul. 69-383, 1969-2 C.B. 113. 
We express no opinion on the application of the Internal Revenue Code to the Arrangement. 

"Physician incentive arrangements related to Medicare risk-based managed care contracts, 
similar Medicaid contracts, and Medicare Adv antage plans (formerly Medicare + Choice) 
are subject to regulation by the Secretary pursuant to sections 1876(i)(8), 1903(m)(2)(A)(x), 
and 1852(jX4) of Ihe Act (respectively), in lieu of being subject to sections 1 128A(b)(l )- 
(2). See OIG letter regarding hospital-physician incentive plans for Medicare and Medicaid 
beneficiaries enrolled in managed care plans (dated August 19, 1999), available at 
http: viiu hlismiv fraud docs alertsandbullelins gslelter.htm. See also 42 C.F.R. § 417.479 
(Medicare HMOs or competitive medical plans); 42 C.F.R. § 422.208 (Medicare Advantage 
plans); 42 C.F.R. § 438.6 (Medicaid risk plans). 
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threshold inquiry is whether the Arrangement might have indueed the anesthesiologists in 
the Anesthesiology Group to reduce or limit items or services. Given the specificity of the 
Arrangement, it is possible to review' the opportunities for savings individually and evaluate 
their potential impact on patient care. 

Having reviewed the five individual recommendations, we conclude that the 
recommendations implicated the CMP, Simply pul, the Anangement might have induced 
physicians to reduce or limit the Ihcn-currcnt medical practice at the Hospital. We 
recognize that the then-current medical practice may have involved care that exceeded the 
requirements of medical necessity. However, whether current medical practice reflects 
necessity or pmdenee is irrelevant for purposes of the CMP. 

Notwithstanding, tlic Arrangement has several features that, in combination, provide 
sufficient safeguards so that we would not seek sanctions against the Requestors under 
sections 1 128A(b)(lH2) of the Act. 

First , the specific cost-saving actions and resulting savings were clearly and separately 
identified. The transparency of the Arrangement allowed, and will continue to allow, for 
public scrutiny and individual physician accountability for any adverse effects of the 
Arrangement, including any difference in treatment among patients based on nonclinical 
indicators. The transparency of the incentives for specific actions and specific procedures 
also facilitates accountability through the medical-legal professional liability system. 

Second , the Requestors have proffered credible medical support for the position that 
implementation of the recommendations did not adversely affect patient care. The 
Arrangement was periodically reviewed by the Requestors to confirm that the Arrangement 
was not having an adverse impact on clinical care.'" 

Third , the amount to be paid under the Arrangement has been calcuated based on all 
surgeries regardless of the patients’ insurance coverage, subject to the cap on payment for 
Federal health care program procedures. Moreover, the surgical procedures to which the 
Arrangement applied were not disproportionately performed on Federal health care program 


’’We have had the Arrangement reviewed by an independent medical expert. TTic medical 
expert concluded that the cost savings measures, as described in the advisory opinion 
request and supplemental submissions, should not adversely aftect patient care. For 
purposes of this opinion, however, we rely solely on the Requestors’ certifications and 
nothing in this advisory opinion should be construed as an endorsement or conclusion as to 
the medical propriety of the specific activities undertaken as part of the Arrangement. 
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beneficiaries. Additionally, the cost savings have been calculated on the Hospital’s actual 
out-of-pocket acquisition costs, not an accounting convention. 

Fourth , the Arrangement protected against inappropriate reductions in services by utilizing 
objective historical and clinical measures to establish baseline thresholrls beyond which no 
savings accnicd to the Anesthesiology Group, llic Requestors have certified that the 
baseline measure establishing a “floor” for reduced use of the particular catheter was 
reasonably related to the Hospital’s or comparable hospitals’ practices and patient 
populations, and that the STS quality indicators against which all of the Arrangement's 
recommendations were evaluated reflect objective hospital baselines and incorporate 
specificity sufficient to correlate outcomes with operating room practices: the indicators are 
action-specific and not simply based on isolated patient outcome data unrelated to specific 
changes in operating room practices. No cost sharing amounts svere allocated to the 
Anesthesiology Group where there were reductions in historical STS quality indicators. 

Fifth , the product standardization recommendation protected against inappropriate 
reductions in sets ices by ensuring that individual anesthesiologists still had available the 
same selection of fluid warming hot lines after implementation of the Arrangement as 
before. The Arrangement was designed to produce savings through inherent clinical and 
fiscal value and not from restricting the availability of devices. 

Sixth , the Hospital and the Anesthesiology Group provided written disclosures of their 
involvement in the Arrangement to patients whose care may have been affected by the 
Arrangement and provided patients an opportunity to review the cost savings 
recommendations prior to admission to the Hospital (or, where pre-admission consent was 
impracticable, prior to consenting to surgery). While w'e do not believe that, standing alone, 
such disclosures olTer sufficient protection from program or patient abuse, elTective and 
meaningful disclosure offers some protection against possible abuses of patient trust. 

Seventh , the financial incentives under the Arrangetnent were reasonably limited in duration 
and amount. 

Eighth , because the Anesthesiology Group distributes profits to its members on a per capita 
basis, any incentive for an individual anesthesiologist to generate disproportionate cost 
savings is mitigated. 


'^Ordinarily, we would expect patient disclosures to be coupled with patient satisfaction 
surveys that closely monitor patient perceptions of their care. However, in the context of 
the Arrangement, which focuses on items used in operating rooms, we believe that patient 
satisfaction surveys would not be effective. 
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Our decision not to impose sanctions on the Requestors in connection with the Arrangement 
is an exercise of our discretion and is consistent witli our Special Advisory Bulletin on 
“Gainsharing Arrangements and CMPs for Hospital Payments to Physicians to Reduce or 
Limit Services to Beneficiaries” (July 1999) (the “Special Advisory Bulletin”). We 
reiterate that the CMP applies to any payment by a hospital to a physician that is intended to 
induce the reduction or limitation of items or serv ices to Medicare or Medicaid patients 
under the physician’s direct clinical care. The Arrangement is markedly different from 
“gainsharing” plans that purport to pay physicians a percentage of generalized cost savings 
not tied to specific, identifiable cost-lowering activities. Importantly, the Arrangement set 
out the specific actions to be taken and tied the remuneration to the actual, verifiable cost 
savings attributable to those actions. This transparency allowed an assessment of the likely 
elTect of the Arrangement on quality of care and ensured that the identified actions caused 
the savings. 

“Gainsharing" plans can present substantial risks for both patient and program abuse - risks 
that are not present in the Arrangement. Given the limited duration and scope of the 
Arrangement, the safeguards provide sufficient protections against patient and program 
abuse. Other arrangements, including those that are more expansive in scope or less 
specific than the Atrangemcnt. arc likely to require additional or different safeguards. 

B. The Anti-Kickback Statute 

■fhe anti-kickback statute makes it a criminal offense knowingly and willlully to olTer, pay, 
solicit, or receive any remuneration to induce or reward referrals of items or services 
reimbursable by a Federal health care program. See section 1 1 28B(b) of the Act. Where 
remuneration is paid purposefully to induce or reward referrals of items or services payable 
by a Federal health care program, the anti-kickback statute is violated. By its terms, the 
statute ascribes criminal liability to parties on both sides of an impermissible “kickback” 
transaction. For purposes of the anti-kickback statute, “remuneration” includes the transfer 
of anything of value, directly or indirectly, overtly or covertly, in cash or in kind. 

The statute has been interpreted to cover any arrangement where one purpose of the 
remuneration was to obtain money for the referral of services or to induce further referrals. 
United States v. Kats . 871 F.2d 105 (9th Cir. 1989); United States v. Grcber . 760 F.2d 68 
(3d Cir.), cert, denied . 474 U.S. 988 (1985). Violation of the statute constitutes a felony 
punishable by a maximum fine of S25,000, imprisonment up to five years, or both. 
Conviction will also lead to automatic exclusion from Federal health care programs, 
including Medicare and Medicaid. Where a party commits an act described in section 
1 128B(b) of the Act, the OIG may initiate administrative proceedings to impose civil 
monetary penalties on such party under section 1 128A(a)(7) of the Act. The OIG may also 
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initiate administrative proeeedings to exelude sueh party from the Federal health eare 
programs under section 1 128(b)(7) of the Act. 

The Department of Health and Human Services has promulgated safe harbor regulations 
that define practices that are not subject to the anti-kickback statute because such practices 
would be unlikely to result in fraud or abuse. See 42 C.F.R. § 1001 .952. Ihc sate harbors 
set forth specific conditions that, if met, assure entities involved of not being prosecuted or 
sanctioned for the arrangement qualifying for the safe haibor. However, safe harbor 
protection is afforded only to those arrangements that precisely meet all of the conditions 
set forth in the safe harbor. 

The safe harbor for personal services and management contracts, 42 C.F.R. §1001. 952(d), is 
potentially applicable to the Arrangement. In relevant part for purposes of this advisory 
opinion, the personal services safe harbor requires that the aggregate compensation paid for 
the services be set in advance and consistent with fair market value in ami’s-length 
transactions. The Arrangement can not fit in the safe harbor because the payment owed to 
the Anesthesiology Group was calculated on a percentage basis, and thus the aggregate 
compensation was not set in advance. However, the absence of safe harbor protection is not 
fatal. Instead, the Arrangement must be subject to case-by-case evaluation. 

As with any compensation arrangement bctw'ccn a hospital and a physician potentially in a 
position to generate business, directly or indirectly, for the hospital, we are concerned that 
the Arrangement could have been used to disguise remuneration from the Hospital to the 
Anesthesiology Group or its anesdiesiologists. Under the Arrangement, the 
anesthesiologists would receive not only their professional fees, but also, indirectly, a share 
of the Hospital’s payment, depending on cost savings. In other words, the more anesthesia 
services an anesthesiologist furnishes at the Hospital, the more money he or she is likely to 
receive under the Arrangement, llius, the Arrangement will generate remuneration for the 
anesthesiologists. 

Typically, anesthesiologists are less likely to generate business for hospitals than many 
other types of physicians, although some anesthesiologists perform procedures themselves 
( e.g. . pain management procedures), order additional items or sers'ices for existing patients, 
or otherwise generate Federally payable business for hospitals. Thus, depending on the 
facts, anesthesiologists may be in a position, directly or indirectly, to generate Federal 
health care program business, and purposeful payments to induce such business would run 
afoul of the statute. Here, it appears unlikely that the anesthesiologists in the 
Anesthesiology Group are in a position to generate Federal health care program business for 
the Hospital. The nature of the specific services furnished by the Anesthesiology Group at 
the Hospital, as well as the nature of the relationship between the parties (including the fact 
that the anesthesiologists do not reassign their right to payment to the Hospital), 
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substantially limit the opportunities for the Anesthesiology Group to generate Federal health 
eare program business for the Hospital.''' 

The structure of the Arrangement adequately addresses any residual risk of improper 
referral payments. 

First , participation in the Arrangement was limited to anesthesiologists already on the 
medical staff, thus limiting the likelihood that the Arrangement would have attracted other 
anesthesiologists to the Hospital. In addition, the potential savings derived from procedures 
for Federal health care program beneficiaries were capped based on the prior year’s 
admissions of Federal health care program beneficiaries. Finally, the contract year for 
which payments were calculated was limited to one year, reducing any incentive for 
anesthesiologists to switch facilities to earn cost sharing payments, and patient admissions 
were monitored for changes in severity, age, or payor to ensure that the Arrangement did 
not result in inappropriate changes in referral patterns. Thus, while the incentive to generate 
business was not necessarily eliminated, it was substantially reduced. 

Second , the structure of the Arrangement eliminated the risk that the Arrangement w as u.sed 
to reward physicians who referred patients to, or otherwise generated business for, the 
I lospital, the Anesthesiology Group, or its anesthesiologists. The Anesthesiology Group is 
the sole participant in the Arrangement and is composed entirely of anesthesiologists; no 
cardiologists, cardiac surgeons, or other physicians are members of the Anesthesiology 
Group or share in its profit distributions. Within the Anesthesiology Group, profits are 
distributed to its members on a per capita basis, mitigating any incentive for an individual 
anesthesiologist to generate disproportionate cost savings. 

Third , the Arrangement set out with specificity the particular actions that generated the cost 
savings on which the payments were based. The recommendations in the Executive 
Summary represented a change in operating room practice, for which the anesthesiologist 
w as responsible and had liability exposure. It is not unreasonable for the anesthesiologist to 
receive compensation for the increased risk from the changes in practice. Moreover, the 
payments to be made represent a portion of one year’s worth of cost savings and are limited 
in amount (i.e. . the aggregate cap), duration (i.e. . the limited tenn), and scope f i.e. . the total 
savings that can be achieved from the implementation of any one recommendation were 
limited by appropriate utilization levels). The payments under the Arrangement do not 
appear unreasonable, given, among other things, the namre of the actions required of the 


"Moreover, we note that the typical anti-kickback concern about arrangements betw een 
hospitals and anesthesiologists is the risk of remuneration flowing from the 
anesthesiologists to the hospital in return for hospital business. 
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anesthesiologists to implement the five reeommended aetions, the speeificity of the payment 
formula, and the cap on total remuneration to tlic Anesthesiology Group.’’ We caution that 
payments of 50% of cost savings in other arrangements, including multi-year arrangements 
or arrangements with generalized cost savings formulae, could well lead to a different 
result. 

In light of these circumstances and safeguards, the Arrangement poses a low risk of fraud or 
abuse under the anti-kickback statute. 

III. fONCLU.SION 

Notwithstanding the foregoing, we reiterate our concerns regarding many arrangements 
between hospitals and physicians to share cost savings. Improperly designed or 
implemented arrangements risk adversely affecting patient care and could be vehicles to 
disguise payments for referrals. For example, an arrangement that cannot be adequately and 
accurately measured for quality of care would pose a high risk of fraud or abuse, as would 
one that rewards physicians based on overall cost sa\ ings without accountability for specific 
cost reduction measures. Moreover, arrangements structured so as to pose a heightened 
potential for patient steering and unfair competition would be considered suspect. In short, 
this opinion is predicated on the specific arrangement posed by the Requestors and is 
limited to that specific arrangement. Other apparently similar arrangements could raise 
different concerns and lead to a dificrent result. 

Based on the facts certified in your request for an advisory opinion and supplemental 
submissions, we conclude: (i) the Arrangement could constitute an improper payment to 
induce reduction or limitation of services pursuant to sections 1 128A(b)(l)-(2) of the Act. 
but that the OIG would not impose sanctions under sections 1 128A(h)(l)-(2) on the 
Requestors in connection with the Arrangement; and (ii) the Arrangement could potentially 
generate prohibited remuneration under the anti-kickback statute, if the requisite intent to 
induce or rew ard referrals of Federal health care program business were present, but that the 
OIG would not impose administrative sanctions on the Requestors under sections 
1 128(b)(7) or 1 128A(a)(7) of the Act (as those sections relate to the commission of acts 
described in section 1 128B(b) of the Act) in connection with the Arrangement. 


’’We are precluded by statute from opining on whether fair market value shall he or was 
paid for goods, services, or property. See 42 U.S.C. § 1 320a-7d(bX3)(A). While the 
Requestors have certified that the payments under the Arrangement are consistent with fair 
market value, w'e do not rely on that certification in this opinion, nor have we made an 
independent fair market value assessment. 
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IV. LIMITATIONS 

The limitations applicable to this opinion include the following: 

• This advisory opinion is issued only to [names redacted], the requestors of this 
opinion. This advisory opinion has no application to, and cannot be relied upon by, 
any other individual or entity. 

• riiis advisory opinion may not be introduced into evidence in any matter involving 
an entity or individual that is not a requestor to this opinion. 

• This advisory opinion is applicable only to the statutory provisions specifically noted 
above. No opinion is expressed or implied herein with respect to the application of 
any other Federal, state, or local statute, mic, regulation, ordinance, or otlicr law that 
may be applicable to the Arrangement, including, without limitation, the physician 
self-referral law, section 1877 of the Act. 

• This advisory opinion will not bind or obligate any agency other than the U.S. 
Department of Health and Human Services. 

• This advisory opinion is limited in scope to the specific arrangement de.scribed in 
this letter and has no applicability to other arrangements, even those that appear 
similar in nature or scope. 

• No opinion is expressed herein regarding the liability of any party under the False 
Claims Act or other legal authorities for any improper billing, claims submission, 
cost reporting, or related conduct. 

This opinion is also subject to any additional limitations set forth at 42 C.F.R. Part 1008. 

The OIG will not proceed against the Requestors w ilh respect to any action that is part of 
the Arrangement taken in good faith reliance upon this advisory opinion, as long as all of 
the material facts have been fully, completely, and accurately presented, and the 
Arrangement in practice comports w ith the information provided. The OIG reserves the 
right to reconsider the questions and issues raised in this advisory opinion and, where the 
public interest requires, to rescind, modify, or temiinate this opinion. In the event that this 
advisory opinion is modified or tcmiinated, the OIG will not proceed against the Requestors 
w'ith respect to any action taken in good faith reliance upon this advisory opinion, where all 
of the relevant facts were fully, completely, and accurately presented, and where such action 
w as promptly discontinued upon notification of the modification or termination of this 
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advisory opinion. An advisory opinion may be rescinded only if the relevant and material 
facts have not been fully, completely, and accurately disclosed to the OIG. 

Sincerely, 

/s/ 

Lewis Morris 

Chief Counsel to the Inspector General 

[Appendix A redacted] 



234 



DEPARTMENT OF HEALTH & HUMAN SERMCES 


Office of In^pMlar Ceneriil 


W'aUiiiiKtMt. D.C. 20201 


[IVe redact certain identifying information and certain potentially privileged, confidential, 
or proprietary information associated with the individual or entity, unless otherwise 
approved by the requestor. \ 


Issued: December 28, 2007 

Posted: January 14, 2008 


[Name and address redacted] 

Re: OIG Advisory Opinion No. 07-21 
Ladies & Gentlemen: 

We are wtiting in response to your request for an advisory opinion concerning an 
arrangement in which a hospital has agreed to share with a group of cardiac surgeons a 
percentage of the hospital's cost savings arising from the surgeons' implementation of a 
number of cost reduction measures in certain surgieal procedures (the “Arrangement"). The 
cost sa\'ings are measured based on the surgeons’ reduction of w aste and use of specific 
supplies during designated cardiac surgery procedures. You have inquired w hether the 
Arrangement constitutes grounds for sanctions arising under: (i) the civil monetary penally 
for a hospital's payment to a physician to induce reductions or limitations of services to 
Medicare or Medicaid beneficiaries under the physician's direct care, sections 1 128A(b)(l )• 
(2) of the Social Security Act (the “Act"); or (ii) the exclusion authority at section 
1 128(bX7) of the Act or the civil monetary penalty provision at section 1 128A(a)(7) of the 
Act. as those sections relate to the commission of acts described in section 1 1 28B(b) of the 
Act. the anti-kickback statute. 

You have certified that all of the information provided in your request, including all 
supplementary letters, is true and correct and constitutes a complete description of the 
relevant facts and agreements among the parties. 

In issuing this opinion, we have relied solely on the facts and information presented to us. 
We have not undertaken an independent investigation of such information. This opinion is 
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limited to the Taels presented. If material Tacts have not been disclosed or have been 
misrepresented, this opinion is without Torce and eTTect. 

Based on the information provided and the totality oT the facts as described and certified in 
your request for an advisory opinion and supplemental submissions, we conclude that: (i) 
the Arrangement could constitute an improper payment to induce reduction or limitation of 
services pursuant to sections I l28A(b)(l)-(2) of the Act, but that the Office of Inspector 
General (“OIG”) would not impose sanctions on the requestors of this advisory opinion, 
[names redacted] (collectively, the “Requestors”), in connection with the Arrangement; and 
(ii) the Atrangemenl could potentially generate prohibited remuneration under the anti- 
kickback statute, if the requisite intent to induce or reward referrals of Federal health care 
program business were present, but that the OIG would not impose administrative sanctions 
on the Requestors under sections 1 128(b)(7) or I l28A(a)(7) of the Act (as those sections 
relate to the commission of acts described in section 1 l28B(b) of the Act) in connection 
with the Arrangement. 

lliis opinion may not be relied on by any persons other than the Requestors and is further 
qualified as set out in Part IV below and in 42 C.F.R. Part 1008. 

I. FACTUAL BACKGROUND 

A. Pai'tics 

Tlie Hospital. [Name redacted) (the “Hospital”) is an acute care hospital in [city and slate 
redacted), that offers a broad range of inpatient and outpatient hospital serviees, ineluding 
cardiac surgery serviees. The Hospital is a participating provider in the Medicare and 
Medicaid programs. 

The Surgical Group. [Name redacted] (the “Surgical Group”) is a limited liability company 
comprised only of cardiac surgeons who are licensed in [state redacted) and have aetive 
medical staff privileges at the Hospital. The eardiae surgeons refer patients to the Hospital 
for inpatient and outpatient hospital services. The Surgical Group is the only group of 
cardiac surgeons that practices at the Hospital and performs 100% of the Hospital’s cardiac 
surgery. 

The Program Administrator. The Hospital engaged [name redacted] (the “Program 
Administrator”) to administer the Arrangement. The Program Administrator collected data 
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and analyzed and manages the Arrangement.' The Hospital paid the Program Administrator 
a monthly fixed fee certified by the Requestors to be fair market value in an arm’s-length 
transaction for services provided by the Program Administrator under the Arrangement. 

The fee was not tied in any way to cost savings or the Surgical Group’s compensation under 
the Arrangement. 

B. The Arrangement 

Under the Arrangement, the Hospital agreed to pay the Surgical Group a share of cost 
savings directly attributable to specific changes in the Surgical Group’s operating room 
practices. The Requestors implemented the Arrangement - and the Surgical Group began 
performance of the specific changes in operating room practices - prior to requesting this 
advisory opinion. However, the Hospital has not paid amounts owed to the Surgical Group 
under the Arrangement pending the outcome of this opinion.^ nius, we arc treating the 
Arrangement as an existing arrangement for purposes of this advisory opinion. The 
Requestors have certified that the Hospital will make payments owed under the 
Arrangement upon receipt of a favorable advisory opinion. 

To develop the Arrangement, the Program Administrator conducted a study of the historic 
practices at the Hospital’s cardiac surgery department and identified twenty-five specifie 
cost-savings opportunities. The Program Administrator summarized the results of the study 
of the Surgical Group and the specific cost-savings opportunities in a diKument entitled 
[title redacted] (tlie “Executive Summary”).’ The Hospital and the Surgical Group reviewed 
the Executive Summary for medical appropriateness, and each adopted its recommendations 
and conclusions. 

In general, the Executive Summary recommended that the Surgical Group change its 
operating room practices to curb the inappropriate use or waste of medical supplies. The 


'■fhe Program Administrator has developed software products that measure cost, quality, 
and utilization on a national basis, fhe products arc certified by both the American College 
of Cardiology and the Society of Thoracic Surgery. 

"Nonpayment of amounts owed pursuant to a contractual agreement does not, by itself, 
absolve parties from liability under the fraud and abuse laws. 

’The Executive Summary for the Surgical Group is attached to this advisory opinion as 
Appendix A . This opinion is based on the specific cost savings recommendations and 
associated facts fe.g. . specific floors or measurable quality indicators set for each 
recommendation) set forth in the Executive Summary. Similar cost savings 
recommendations involving different facts could produce a different result. 
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Executive Summary identitied twenty-five specific recommendations that can be grouped 
roughly into the following four categories. 

• Disposable Cell Saver Components . This category involved one recommendation 
that the Surgical Group refrain from opening disposable components of the cell saver 
unit until a patient experiences excessive bleeding, and. at the same time, that the 
Surgical Group implement specific alternative clinical practices. The Requestors 
have certified tliat the resulting delay in cell saver readiness did not exceed two to 
five minutes and did not adversely affect patient care. 

• "Use as Needed" Supplies . For the second category, involving eight 
recommendations, the Surgical Group was to limit the use of certain surgical 
supplies to an as needed basis (hereafter, the “use as needed” recommendations). 

The Requestors have certified that the individual surgeons made patient-by-patient 
determinations as to whether these items were clinically indicated and that the 
surgical supplies remained readily available to the surgeons. The Requestors have 
further certified that any resulting limitations on the use of these products did not 
adversely affect patient care. Included in this category was a recommendation to 
limit use of Aprotinin- a medication given to many surgical patients pre-operatively 
to prevent hemorrhaging - to patients at higher risk of perioperative hemorrhage as 
indicated by objective clinical standards, as well as recommendations to eliminate 
the use of Vancomycin and Triple Antibiotic Ointment for particular procedures 
covered by the Arrangement. 

• Product Siibsliltiliops . For the third category, involving eleven recommendations, 
the Surgical Group was to substitute, in whole or in part, less costly items for items 
then being used by the surgeons (hereafter, the “product substitution” 
recommendations). Some of the identified substitutions'* would have no appreciable 
clinical significance (e.c. . elbow pads, wrist splints, or skin staplers). For example, 
under one recommendation, surgeons were asked to utilize a reusable blanket instead 
of a disposable blanket. Other product substitutions involved pharmacy items and 
supplies that may have had appreciable clinical significance. With respect to these 
substitutions, the Requestors certified that the individual surgeon made a patient-by- 
patient determination whether the item or supply was clinically indicated and that all 
of the items and supplies remained readily available to the surgeons. The Requestors 
further certified that none of the identified product substitutions adversely impacted 
patient care. 


*The Executive Summary identified with specificity the product substitution 
recommendations. 



238 


Page -5- OIG Advisory Opinion No. 07-2 1 


• Product Slandardizalion . For the fourth categoiy, involving five recommendations, 
the Surgical Group was to standardize the use of certain cardiac devices and supplies 
where medically appropriate. For this category, the Surgical Group was required to 
work with the Hospital to evaluate and clinically review vendors and products.’ The 
Surgical Group agreed to use the selected products where medically appropriate, 
which might have required additional training or changes in clinical practice. 

Ihe Arrangement contained several safeguards intended to protect against inappropriate 
reductions in services. For many of the recommendations, the Arrangement used objective 
historical and clinical measures reasonably related to the practices and the patient 
population at the Hospital, and, in some cases, national data to establish “floors” below 
which no savings would accrue to the Siu'gical Group. For example, the cell saver was 
previously being set up for 100% of the cardiac procedures specified under the 
Arrangement, but was not actually used in all cases. The Arrangement established a .10% 
“floor" based upon best practice utilization. The Surgical Group has not been credited w ith 
any savings resulting from any reductions in cell saver use below' this 30% floor. In other 
words, if cell saver use dropped below 30% of cases, no cost savings were alloeated to the 
surgeons. Similarly for Aprotinin, the Arrangement established a 10% “floor” based upon 
national best practice data.’ Under the Arrangement, savings from reduced use of Aprotinin 
have not been credited to the Surgical Group if the savings resulted from utilization of 
Aprotinin in few'er than 10% of cases or if the savings resulted from failure to use Aprotinin 
in a case that met the clinical indicators. All surgical cases - ineluding cases in which 
Aprotinin was not administered - were reviewed by the Program Administrator to 
determine if the surgeons followed the objective clinical indicators. 

For some recommendations, no “floors” were set because the identified substitutions had no 
appreciable clinical significance (e.a. . use of blankets) or because eliminating usage of a 
pharmaceutical or supply comported with national best practice data and other quality 
indicators. However, to ensure that these recommendations did not adversely affect the 
quality of care at the Hospital, the Program Administrator tracked the Hospital’s 
performance of the covered cardiac procedures against the quality indicators established by 
the Society of Thoracic Surgeons (“STS”) throughout the base year and contract year (as 
defined below). According to the Requestors, the STS quality indicators against which all 
of the Arrangement’s recommendations were evaluated reflect objective hospital baselines 


’The Executive Summary identified with .specificity the products at issue. 

’According to the Requestors, the 10% floor represented a change in the national best 
practiee baseline from an earlier 20% floor. 



239 


Page -6- OIG Advisory Opinion No. 07-2 1 

and incorporate specificity sufficient to correlate outcomes with operating room practices. 
Ilie indicators are action-specific and not simply based on isolated patient outcome data 
unrelated to specific changes in operating room practices. No cost sharing amounts were 
allocated to the Surgical Group for procedures involving reductions in historical STS 
quality indicators. 

Importantly, with respect to the product standardization recommendations for cardiac 
devices and supplies, the Requestors have certified that the individual surgeons made 
patient-by-patient determinations of the most appropriate device and the availability of the 
full range of cardiac devices was not compromised by tire product standardization. The 
Requestors have further certified that individual physicians still had available the same 
selection of devices under the Arrangement as before and that the economies gained 
through the Arrangement resulted from inherent clinical and fiscal value and not from 
restricting the availability of devices. 

According to the Program Administrator, to the extent implemented in accordance with the 
Executive Summary’s specifications, the twenty-five recommendations presented 
substantial cost savings opportunities for the Hospital without any adverse impact on the 
quality of iratient care. 

Under the Arrangement, the Hospital intends to pay the Surgical Group 50% of the cost 
savings achieved by implementing the twenty-five recommendations in the Executive 
Summary for a period of one year. At the end of the applicable year (the “contract year"), 
cost savings were calculated separately for each of the twenty-five recommendations; this 
precluded shifting of cost savings and ensured that savings generated by utilization reduced 
below the set targets, as applicable, were not credited to the Surgical Group, The payment, 
when made, will constitute the entire compensation paid to the Surgical Group for services 
performed under the contract memorializing the Arrangement between the Surgical Group 
and the Hospital. For purposes of calculating the payment to the Surgical Group, the cost 
savings were calculated by subtracting the acmal costs incurred during tlic contract ycar^ for 
the items specified in the twenty-five recommendations when used by surgeons in the 
Surgical Group during the specified surgical procedures (the “contract year costs”) from the 
historic costs for the same items when used during comparable surgical procedures in the 
base year* (the “base year costs”). Tlie contract year costs were adjusted to account for any 


’ Ihe contract year was the twelve-month term for which the Surgical Group would be 
compensated under the Arrangement. 

*The “base year” was the twelve months preceding the contact year term. For purposes of 
this opinion, the Arrangement was limited to the one-year term of the contract; accordingly, 
this opinion is without force and effect with respect to any renewal or extension of the 
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inappropriate reductions in use of items beyond the targets set in the Executive Summary or 
in connection with reductions in the STS quality indicators. The payment to the Surgical 
Group was calculated to be 50% of the difference between the adjusted contract year costs 
and base year costs, tinder the Arrangement, the Hospital is obligated to make an aggregate 
payment to the Surgical Group, which distributes its profits to each of its members on a per 
capita basis. 

Calculation of the payment to the Surgical Group was also subject to the following 
limitations: 

• If the Surgical Group’s volume of procedures payable by a Federal health care 
program in the contract year exceeded the volume of like procedures payable by a 
Federal health care program performed in the base year, there was no sharing of cost 
.savings for the additional procedures. 

• To minimize the surgeons’ financial incentive to steer more costly patients to other 
hospitals, the case severity, ages, and payors of the patient population treated under 
the Arrangement were monitored by a committee composed of representatives of the 
Requestors, using generally-accepted standards. If significant changes from 
historical measures indicated that a surgeon had altered his or her referral patterns in 
a manner beneficial to the Hospital as a result of the Arrangement, the surgeon at 
issue would have been terminated from participation in the Arrangement. No 
surgeons were terminated. 

• The Executive Summary identified projected cost savings, and the aggregate 
payment to the Surgical Group, when made, will not exceed 50% of those amounts. 

The Hospital and the Surgical Group documented the activities and the payment 
methodology under the Arrangement and agreed to make the documentation available to the 
Secretary of the United States Department of Health and Human Services, upon request. In 
addition, the Hospital and the Surgical Group disclosed the Arrangement to patients, 
including the fact that the Surgical Group’s compensation was based on a percentage of the 
Hospital’s cost savings. The disclosure was made to the patient before the patient was 
admitted to the Hospital for a procedure covered by the Arrangement; if pre-admission 
disclosure was impracticable (e.g. . the patient is admitted for an unscheduled procedure or 
the need for the procedure is determined after admission), the disclosure was made before 
the patient consented to the surgery. The disclosures were made in writing, and patients had 


Arrangement. Notwithstanding, we note that any renewal or extension of the Arrangement 
would need to have incorporated updated base year costs. 
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an opporUinily, if desired, to review details of the Arrangement, including the specific cost 
savings measures applicable to the patient’s surgery. 

II. LEGAL ANALYSIS 

Arrangements like the Arrangement are designed to align incentives by ofl'ering physicians 
a portion of a hospital’s cost savings in exchange for implementing cost saving strategies. 
Under the current reimbursement system, the burden of these costs falls on hospitals, not 
physicians. Payments to physicians based on cost savings may be intended to motivate 
them to reduce hospital costs associated with procedures performed by physicians at the 
hospitals. 

Properly structured, arrangements that share cost savings can serve legitimate business and 
medical purposes. Specifically, properly structured arrangements may increase efficiency 
and reduce waste, thereby potentially increasing a hospital's profitability. However, such 
airangements can potentially influence physician judgment to the detriment of patient care. 
Our concerns include, but are not limited to, the following: (i) stinting on patient care; (ii) 
“cherry picking” healthy patients and steering sicker (and more costly) patients to hospitals 
that do not offer such arrangements: (iii) payments in exchange for patient referrals; and (iv) 
unfair competition (a “race to the bottom”) among hospitals otTcring cost savings programs 
to foster physician loyalty and to attract more referrals. 

Hospital cost savings programs in general, and the Arrangement in particular, may implicate 
at least three Federal legal authorities: (i) the civil monetary penalty for reductions or 
limitations of direct patient care sers ices provided to Federal health care program 
beneficiaries, sections 1 1 28A(b)( I )-(2) of the Act; (ii) the anti-kickback statute, section 
1 l28B(b) of the Act; and (iii) the physician self-referral law, section 1 877 of the Act.’ We 
address the first two of these authorities; section 1877 of the Act falls outside the scope of 
the OIG’s advisory opinion authority. We express no opinion on the application of section 
1 877 of the Act to the Arrangement. 

A. The C ivil Monetary Penalty, Sections 1 128A(b)(l)-(2) of the Act 

Sections 1 128A(b)(l)-(2) of the Act establish a civil monetary penalty (“CMP”) against any 
hospital or critical access hospital that knowingly makes a payment directly or indirectly to 


’in addition, nonprofit hospital arrangements raise issues of private inurement and private 
benefit under the Internal Revenue Service’s income tax regulations in connection w ith 
section 501(c)(3) of the Internal Revenue Code, See Rev. Rul. 69-383. 1969-2 C.B. 1 13. 
We express no opinion on the application of the Internal Revenue Code to the Arrangement. 
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a physician (and any physician that receives such a payment) as an inducement to reduce or 
limit items or services to Medicare or Medicaid beneficiaries under the physician’s direct 
care. Hospitals that make (and physicians that receive) such payments are liable for CMPs 
of up to $2,000 per patient covered by the payments. See id. There is no requirement that 
the prohibited payment be tied to a specific patient or to a reduction in medically necessary 
care. The CMP applies only to reductions or limitations of items or services provided to 
Medicare and Medicaid fee-for-sen ice beneficiaries.'” 

The CMP prohibits payments by hospitals to physicians that may induce physicians to 
reduce or limit items or services furnished to their Medicare and Medicaid patients. A 
threshold inquiry is whether the Arrangement might have induced physicians to reduce or 
limit items or services. Given the specificity of the Arrangement, it is possible to review the 
opportunities for savings individually and evaluate their potential impact on patient care. 

Having reviewed the twenty-five individual recommendations, we conclude that, except for 
a limited number of the identified product substitutions," the recommendations implicated 
the CMP. Simply put, with respect to all but a handful of the recommendations, the 
Arrangement might have induced physicians to reduce or limit the then-current medical 
practice at the Hospital.'^ Wc recognize that the then-current medical practice may have 
involved care that exceeded the requirements of medical necessity. However, whether 
current medical practice reflects necessity or prudence is irrelevant for purposes of the 
CMP. 


'“Physician incentive arrangements related to Medicare risk-based managed care contracts, 
similar Medicaid contracts, and Medicare Advantage plans (formerly Medicare + Choice) 
are subject to regulation by the Secretary pursuant to sections 1876(i)(8), 190.1(m)(2)(A)(x), 
and 1852(j)(4) of the Act (respectively), in lieu of being subject to sections 1 128A(b)(l)- 
(2). See OIG letter regarding hospital-physician incentive plans for Medicare and Medicaid 
beneficiaries enrolled in managed care plans (dated August 19, 1999), available at 
hiiti: rrig.hhs.go\- fraud docs alert sandhullelin& gslctlcr.hlm. See also 42 C.K.R. §417.479 
(Medicare HMOs or competitive medical plans); 42 C.F.R. § 422.208 (Medicare Advantage 
plans); 42 C.F.R. § 438.6 (Medicaid risk plans). 

"As described in Section l.B of this opinion, a few of the product substitution 
recommendations involved actions that should have had no appreciable clinical 
significance, such as substituting a reusable blanket for a disposable one. For these 
recommendations, we believe there would be no perceptible reduction or limitation in the 
provision of items or serv ices to patients sufficient to trigger the CMP. 

'“This is true even though the Hospital has not yet paid the Surgical Group. 



243 


Page - 1 0- OIG Advisory Opinion No. 07-2 1 

Notwithstanding, several features of the Arrangement, in combination, provided sufficient 
safeguards so that w'e w ould not seek sanctions against the Requestors under sections 
1128A(b)(lH2) of the Act. 

First , the specific cost-saving actions and resulting savings were clearly and separately 
identified. The transparency of the Arrangement allowed, and continues to allow, for public 
scrutiny and individual physician accountability for any adverse effects of the Arrangement, 
including any difference in treatment among patients based on nonclinical indicators. The 
transparency of the incentives for specific actions and specific procedures also facilitates 
accountability through the medical-legal professional liability system. 

Second , the Requestors have profl'ered credible medical support for the position that 
implementation of the recommendations did not adversely atfcct patient care. I'hc 
Arrangement was periodically reviewed by the Requestors to confirm that the Arrangement 
was not having an adverse impact on clinical care.” 

Third, the amount to be paid under the Arrangement has been calculated based on all 
surgeries regardless of the patients’ insurance coverage, subject to the cap on payment for 
Federal health care program procedures. Moreover, the surgical procedures to w hich the 
Arrangement applied were not disproportionately perfonned on Federal health care program 
beneficiaries. Additionally, the cost savings have been calculated on the Hospital’s actual 
out-of-pocket acquisition costs, not an accounting conr ention. 

Fourth , the Arrangement protected against inappropriate reductions in services by utilizing 
objective historical and clinical mea.sures to establish baseline thresholds (or similar 
benchmarks) beyond which no savings accrued to the Surgical Group. The Requestors have 
certified that these baseline measures were reasonably related to the Hospital’s or 
comparable hospitals’ practices and patient populations. Moreover, the Requestors have 
certified that the STS quality indicators against w hich all of the Arrangement’s 
recommendations w ere evaluated reflect objective hospital baselines and incorporate 
specificity sufficient to correlate outcomes with operating room practices; the indicators are 
action-specific and not simply based on isolated patient outcome data unrelated to specific 


”Wc have had the Arrangement reviewed by an independent medical expert, f he medical 
expert concluded that the cost savings measures, as described in the advisory opinion 
request and supplemental submissions, should not have adversely affected patient care. For 
purposes of this opinion, how ever, w e rely solely on the Requestors’ certifications and 
nothing in this advisory opinion should be construed as an endorsement or conclusion as to 
the medical propriety of the specific activities undertaken as part of the Arrangement. 
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changes in operating room practices. No cost sharing amounts were allocated to the 
Surgical Group where there were reductions in historical STS quality indicators. 

Fifth , the product standardization portion of the Arrangement further protected against 
inappropriate reductions in sert ices by ensuring that individual physiciims still had 
available the same selection of devices and supplies under the Arrangement as before. The 
Arrangement was designed to produce savings through inherent clinical and fiscal value and 
not from restricting the availability of devices and supplies. 

Sixth , the Hospital and the Surgical Group provided w'rittcn disclosures of their 
involvement in the Arrangement to patients whose care might have been affected by the 
Arrangement and provided patients an opportimity to review the cost savings 
recommendations prior to admission to the Hospital (or. where pre-admission consent was 
impracticable, prior to consenting to surgery). While we do not believe that, standing alone, 
such disclosures offer sufficient protection from program or patient abuse, effective and 
meaningful disclosure offers some protection against possible abuses of patient trusl.'^ 

Seventh , the financial incentives under the Arrangement were reasonably limited in duration 
and amount. 

F.ighth . because Surgical Group distributes profits to its members on a per capita basis, any 
incentive for an individual surgeon to generate disproportionate cost savings is mitigated. 

Our decision not to impose sanctions on the Requestors in connection with the Arrangement 
is an exercise of our discretion and is consistent with our Special Advisory Bulletin on 
“Gainsharing Arrangements and CMPs for Hospital Payments to Physicians to Reduce or 
Limit Sers'ices to Beneficiaries” (July 1999) (the “Special Advisory Bulletin”). We 
reiterate that the CMP applies to any payment by a hospital to a physician that is intended to 
induce the reduction or limitation of items or services to Medicare or Medicaid patients 
under the physician’s direct clinical care. The Arrangement is markedly different from 
“gainsharing” plans that purport to pay physicians a percentage of generalized cost savings 
not tied to specific, identifiable cost-lowering activities. Importantly, the Arrangement .set 
out the specific actions to be taken and tied the remuneration to the actual, verifiable cost 
savings attributable to those actions. This transparency allowed an assessment of the likely 


'^Ordinarily, we would expect patient disclosures to be coupled w ith patient satisfaction 
surs eys that closely monitor patient perceptions of their care. However, in the context of 
the Arrangement, which focused on items used in operating rooms, we believe that patient 
satisfaction surveys would not have been effective. 
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effect of the Arrangement on quality of care and ensured that the identified actions caused 
the savings. 

“Gainsharing” plans can present substantial risks for both patient and program abuse - risks 
that are not present in the Arrangement. Given the limited duration and scope of the 
Arrangement, the safeguards provided sufficient protections against patient and program 
abuse. Other arrangements, including those that are more expansive in scope or less 
specific than the Arrangement, are likely to require additional or different safeguards. 

B. The Anti-Kickback Statute 

The anti-kickback statute makes it a criminal offense knowingly and willfully to offer, pay, 
solicit, or receive any remuneration to induce or reward referrals of items or services 
reimbursable by a Federal health care program. See section 1 128B(b) of the Act. Where 
remuneration is paid purposefully to induce or reward referrals of items or services payable 
by a Federal health care program, the anti-kickback statute is violated. By its terms, the 
statute ascribes criminal liability to parties on both sides of an impermissible “kickback” 
transaction. For purposes of the anti-kickback statute, “remuneration” includes the transfer 
of anything of value, directly or indirectly, overtly or covertly, in cash or in kind. 

The statute has been interpreted to cover any arrangement where one purpose of the 
remuneration was to obtain money for the referral of services or to induce ftirthcr referrals. 
United Slates v. Kats . 871 F.2d 105 (9th Cir. 1989); United States v. Greber . 760 F.2d 68 
(.^d Cir.), cert, denied . 474 U.S. 988 (1985). Violation of the statute constitutes a felony 
punishable by a maximum fine of $25,000, imprisonment up to five years, or both. 
Conviction will also lead to automatic exclusion from Federal health care programs, 
including Medicare and Medicaid. Where a parly commits an act described in section 
1 128B(b) of the Act, the OIG may initiate administrative proceedings to impose civil 
monetary penalties on such party under section 1 1 28 A(a)(7) of the Act. The OIG may also 
initiate administrative proceedings to exclude such party from tlic Federal health care 
programs under section 1 128(b)(7) of the Act. 

T he Depaitment of Health and Human Services has promulgated safe harbor regulations 
that define practices that are not subject to the anti-kickback statute because such practices 
would be unlikely to result in fraud or abuse. See 42 C.F.R. § 1(X)1.952. The safe harbors 
set forth specific conditions that, if met, assure entities involved of not being prosecuted or 
sanctioned for the arrangement qualifying for the safe harbor. However, safe harbor 
protection is afforded only to those arrangements that precisely meet all of the conditions 
set forth in the sate harbor. 
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ITic safe harbor for personal serv ices and management contracts. 42 C.K.R, §100 1.952(d). is 
potentially applicable to the Arrangement. In relevant part for purposes of this advisory 
opinion, the personal services safe harbor requires that the aggregate compensation paid for 
the services be set in advance and consistent w ith fair market value in arm’s-length 
ttansactions. The Arrangement can not fit in the safe harbor because the payment owed to 
the Surgical Group was calculated on a percentage basis, and thus the aggregate 
compensation was not set in advance. However, the absence of safe harbor protection is not 
fatal. Instead, the Arrangement must be subject to case-by-case evaluation. 

As with any compensation arrangement between a hospital and a physician who admits or 
refers patients to the hospital, we are concerned that the Arrangement could have been used 
to disguise remuneration from the Hospital to reward or induce referrals by the Surgical 
Group or its surgeons. Specifically, the Arrangement could have encouraged the surgeons 
to admit Federal health care program patients to the Hospital, since the surgeons would 
receive not only their Medicare Part B professional fee, but also, indirectly, a share of the 
Hospital’s payment, depending on cost savings. In other words, the more procedures a 
surgeon performed at the Hospital, the more money he or she was likely to receive under 
tlie Arrangement. 

While vve believe the Arrangement might have resulted in illegal remuneration if the 
requisite intent to induce referrals were present, we would not impose sanctions in the 
particular circumstances presented here and as qualified below. 

First, the circumstances and safeguards of the Arrangement reduce the likelihood that the 
Arrangement was used to attract referring physicians or to increase referrals from existing 
physicians. Specifically, participation in the Arrangement was limited to surgeons already 
on the medical staff, thus limiting the likeliliood that the Arrangement would attract other 
surgeons. In addition, the potential savings derived from procedures for Federal health care 
program beneficiaries were capped based on the prior year’s admissions of Federal health 
care program beneficiaries. Finally, the contract year for which payments were calculated 
was limited to one year, reducing any incentive for physicians to switch facilities to earn 
cost savings payments, and patient admissions were monitored for changes in severity, age. 
or payor to ensure that the Arrangement did not result in inappropriate changes in referral 
patterns. Thus, w hile the incentive to refer w as not necessarily eliminated, it was 
substantially reduced. 

Second , the structure of the Arrangement eliminated the risk that the Arrangement might 
have been used to reward cardiologists or other physicians who refer patients to the Surgical 
Group or its surgeons. The Surgical Group is the sole participant in the Arrangement and is 
composed entirely of cardiac surgeons; no cardiologists or other physicians arc members of 
the Surgical Group or share in its profit distributions. Within the Surgical Group, profits are 
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distributed to its members on a per capita basis, mitigating any incentive for an individual 
surgeon to generate disproportionate cost savings. 

Third , the Arrangement set out with specificity the particular actions that generated the cost 
savings on which the payments are based. While many of the recommendations in the 
Executive Summary are simple common sense, they did represent a change in operating 
room practice, for which the surgeon was responsible and has liability exposure. While 
most of the recommendations appear to present minimal risk, the preparation of the cell 
saver, limiting the use of certain surgical supplies, product substitution of pharmacy items 
and supplies, and product standardization each carried some increased liability risk for the 
physicians. It is not unreasonable for the surgeon to receive compensation for the increased 
risk from the change in practice. Moreover, the payments to be made under the 
Arrangement represent a portion of one year’s worth of cost savings and are limited in 
amount (i.e. . the aggregate cap), duration ( i.e. . the limited contract term), and scope (i.c. . the 
total savings that could be achieved from the implementation of any one recommendation 
were limited by appropriate utilization levels). The payments under the Arrangement do not 
appear unreasonable, given, among other things, the nature of the actions required of the 
physicians to have implemented the twenty-five recommended actions, the specificity of the 
payment formula, and the cap on total remuneration to the Surgical Group.'* We caution 
that payments of 50% of cost savings in other arrangements, including multi-year 
arrangements or arrangements with generalized cost savings formulae, could well lead to a 
different result. 

In light of these circumstances and safeguards, the Arrangement poses a low' risk of fraud or 
abuse under the anti-kickback statute, 

111. CONCLUSION 

Notwithstanding the foregoing, we reiterate our concerns regarding many arrangements 
between hospitals and physicians to share cost savings. Improperly designed or 
implemented arrangements risk adversely alTccting patient care and could be vehicles to 
disguise payments for referrals. For example, an arrangement that cannot be adequately and 
accurately measured for quality of care would pose a high risk of fraud or abuse, as w ould 
one that rewards physicians based on overall cost savings w ithout accountability for specific 


'*We are precluded by statute from opining on w hether fair market value shall be or was 
paid for goods, services, or property. See42U.S.C. § l320a-7d(b)(,3)(A). While the 
Requestors have certified that the payments owed under the Arrangement are consistent 
with fair market value, we do not rely on that certification in this opinion, nor have we have 
made an independent fair market value assessment. 
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cost reduction measures. Moreover, arrangements stmctured so as to pose a heightened 
potential for patient steering and unfair competition would be considered suspect. In short, 
this opinion is predicated on the specific airangemenl posed by the Requestors and is 
limited to that specific airangemcnt. Other apparently similar arrangements could raise 
different concerns and lead to a different result. 

Based on the facts certified in your request for an advisory opinion and supplemental 
submissions, we conclude: (i) the Arrangement could constitute an improper payment to 
induce reduction or limitation of services pursuant to sections 1 1 28A(b)( 1 )-(2) of the Act, 
but that tile OIG would not impose sanctions under sections 1 128A(b)(l)-(2) on the 
Requestors in connection with the Arrangement; and (ii) the Arrangement could potentially 
generate prohibited remuneration under the anti-kickback statute, if the requisite intent to 
induce or reward referrals of Federal health care program business were present, but that the 
OIG would not impose administrative sanctions on the Requestors under sections 
1 1 28(b)(7) or 1 1 28A(a)(7) of the Act (as those sections relate to the commission of acts 
described in section 1 1 28B(b) of the Act) in connection with the Arrangement. 

IV'. LIMITATIONS 

The limitations applicable to this opinion include the following: 

• This advisory opinion is issued only to [names redacted], the requestors of this 
opinion. This advisory opinion has no application to, and cannot be relied upon by, 
any other individual or entity. 

• Tliis advisory opinion may not be introduced into evidence in any matter involving 
an entity or individual that is not a requestor to this opinion. 

• Ihis advisory opinion is applicable only to the statutory provisions specifically noted 
above. No opinion is expressed or implied herein with respect to the application of 
any other Federal, slate, or local statute, rale, regulation, ordinance, or other law that 
may be applicable to the Arrangement, including, without limitation, the physician 
self-referral law, section 1877 of the Act. 

• This advisory opinion will not bind or obligate any agency other than the U.S. 
Department of Health and Human Services. 

• This advisory opinion is limited in scope to the specific arrangement described in 
this letter and has no applicability to other arrangements, even those that appear 
similar in nature or scope. 
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• No opinion is expressed herein regarding the liability of any party under the False 
Claims Aet or other legal authorities for any improper billing, elaims submission, 
cost reporting, or related conduct. 

This opinion is also subject to any additional limitations set forth at 42 C.F.R. Part 1008. 

The OIG will not proceed against the Requestors with respect to any action that is part of 
the Arrangement taken in good faith reliance upon this advisory opinion, as long as all of 
the material facts have been fully, completely, and accurately presented, and the 
Arrangement in practice comports with the information provided. The OIG reserves the 
right to reconsider the questions and issues raised in this advisory opinion and, where the 
public interest requires, to rescind, modify, or terminate this opinion. In the event that this 
advisory opinion is modified or tenninated, the OIG will not proceed against the Requestors 
with respect to any action taken in good faith reliance upon this advisory opinion, where all 
of the relevant facts were fully, completely, and accurately presented, and where such action 
was promptly discontinued upon notification of the modification or termination of this 
advisory opinion. An advisory opinion may be rescinded only if the relevant and material 
facts have not been fully, completely, and aeeurately disclosed to the OIG. 

Sincerely, 

/sJ 


(Appendix A redacted] 


Lewis Morris 

Chief Counsel to the Inspector General 
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DEPARTMENT OF HEALTH & JHTMAN SERVICES 


Office «f iBfpecioi' Geoerel 


Wathlaigloo. D.C. 2021)1 


[IFe redact certain identifying information and certain potentially privileged, 
confidential, or proprietary information associated with the individual or entity, unless 
otherwise approved by the requestor.] 


Issued: July 31, 2008 

Posted: August 7, 2008 


To: ATTAC HKI) DISTRIBl ITON I.IST 
Re: OIC Advisory Opinion No. 08-09 
Ladies & Gentlemen: 

We are writing in response to your request for an advisory opinion concerning an 
arrangement under which a medical center has agreed to share with groups of orthopedic 
surgeons and a group of neurosurgeons a percentage of the medical center’s cost savings 
arising from the surgeons’ implementation of a number of cost reduction measures in 
certain surgical procedures (the “Arrangement”). The cost savings are measured based 
on the surgeons’ reduction of waste and use of specific medical devices and supplies 
during designated spine fusion surgery procedures. You have inquired whether the 
Arrangement constitutes grounds for sanctions arising under: (i) the civil monetary 
penalty for a hospital’s payment to a physician to induce reductions or limitations of 
services to Medicare or Medicaid beneficiaries under the physician’s direct care, sections 
1 128A(b)(l)-(2) of the Social Security Act (the “Act”); or (ii) the exclusion authority at 
section 1 128(b)(7) of the Act or the civil monetary penalty provision at section 
1 128A(a)(7) of the Act, as those sections relate to the commission of acts described in 
section 1 128B(b) of the Act, the anti-kickback statute. 

You have certified that all of the information provided in your request, including all 
supplementary letters, is true and correct and constitutes a complete description of the 
relevant facts and agreements among the parties. 

In issuing this opinion, we have relied solely on the facts and information presented to us. 
We have not undertaken an independent investigation of such information. This opinion 
is limited to the facts presented. If material facts have not been disclosed or have been 
misrepresented, this opinion is without force and effect. 
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Based on the information provided and the totality of the facts described and certified in 
your request for an advisory opinion and supplemental submissions, we conclude that: (i) 
the Arrangement constitutes an improper payment to induce reduction or limitation of 
services pursuant to sections 1 128A(bXlM2) of the Act, but that the Office of Inspector 
General (“OIG”) will not impose sanctions on the requestors of this advisory opinion, 
[names redacted] (collectively, the "Requestors”), in connection with the Arrangement; 
and (ii) the Arrangement potentially generates prohibited remuneration under the anti- 
kickback statute, if the requisite intent to induce or reward referrals of Federal health care 
program business were present, but that the OIG will not impose administrative sanctions 
on the Requestors under sections 1 128(b)(7) or 1 128A(a)(7) of the Act (as those sections 
relate to the commission of acts described in section 1 1 28B(b) of the Act) in connection 
with the Arrangement. 

This opinion may not be relied on by any persons other than the Requestors and is liirther 
qualified as set out in Part IV below and in 42 C.F.R. Part 1008. 

I. FACTUAL B ACKGROUND 

A. Parties 

The Medical Center. [Name redacted] Medical Center (the “Medical Center”) is an 
academic medical center in [city and state names redacted] that offers a broad range of 
inpatient and outpatient hospital services, including spine fusion surgery services. The 
Medical Center is a participating provider in the Medicare and Medicaid programs. 

The Orthopedic Surgery Groups. [Names redacted] (the “Orthopedic Surgery Groups”) 
are group medical practices that employ only orthopedic surgeons. The members of the 
Orthopedic Surgery Groups participating in the Arrangement are licensed in the State of 
[state name redacted] and have active medical staff privileges at the Medical Center.' 
They refer patients to the Medical Center for inpatient and outpatient hospital services. 
Both groups entered into a separate contract with the Medical Center that set forth the 
projected savings opportunities applicable to the group. 

The Neurosutgety Group. [Name redacted] (the “Neurosurgery Group”) employs only 
neurosurgeons. The members of the Neurosurgery Group participating in the 
arrangement are licensed in the State of [state name redacted] and have active medical 
staff privileges at the Medical Center.^ The Neurosurgery Group refers patients to the 


'The Orthopedic Surgery Groups include members who also practice at other 
hospitals in the region; however, the Medical Center is the primary practice location for 
most members of the Orthopedic Surgery Groups. 
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Medical Center for inpatient and outpatient hospital services. The Neurosurgery Group 
entered into a separate contract with the Medical Center that set forth the projected 
savings opportunities applicable to the group. 

The Pmgram Adminislralor. The Medical Center engaged [name redacted] (the 
“Program Administrator”) to administer the Arrangement. The Program Administrator 
collected data and analyzed and manages the Arrangement.’ The Medical Center paid the 
Program Administrator a monthly fixed fee certified by the Requestors to be fair market 
value in an arm’s-length transaction for services provided by the Program Administrator 
under the Arrangement. The fee was not tied in any way to cost savings or to the 
compensation of the Orthopedic Surgery Groups and the Neurosurgery Group under the 
Arrangement. 

B. The Arrangement 

Under the Arrangement, the Medical Center agreed to pay the Orthopedic Surgery 
Groups and the Neurosurgery Group a share of the first year cost savings directly 
attributable to specific changes made in the Orthopedic Surgery Groups’ and the 
Neurosurgery Group’s operating room practices. The Requestors implemented the 
Arrangement - and the Orthopedic Surgery Groups and the Neurosurgery Group began 
performance of the specific changes in operating room practices - prior to requesting this 
advisory opinion. However, the Medical Center has not paid amounts owed to the 
Orthopedic Surgery Groups and the Neurosurgery Group under the Arrangement pending 
the outcome of this opinion."' Thus, we are treating the Arrangement as an existing 
arrangement for purposes of this advisory opinion. The Requestors have certified that the 
Medical Center will make payments owed under the Arrangement upon receipt of a 
favorable advisory opinion. 

To develop the Arrangement, the Program Administrator conducted a study of historic 
practices in spine fusion surgery by the Orthopedic Surgery Groups and the Neurosurgery 
Group at the Medical Center and identified thirty-six specific cost-savings opportunities. 
The Program Adminisfrator summarized the results of the smdy of the historic practices 
of the Orthopedic Surgery Groups and the Neurosurgery Group and the specific cost- 


’The Neurosurgery Group includes members who also practice at other hospitals 
in the region; however, the Medical Center is the primary practice location for mo.st 
members of the Neurosurgery Group. 

'The Program Administrator has developed software products that measure cost, 
quality, and utilization on a national basis. 

'Nonpayment of amounts owed pursuant to a contractual agreement docs not. by 
itself, absolve parties from liability under the fraud and abuse laws. 
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savings opportunities in a document entitled. “Executive Summary [name redacted] 
Valueshare for Spine Surgery” (the “Executive Summary”). 

The Medical Center, the Orthopedic Surgery Groups and the Neurosurgery Group 
reviewed the Executive Summary for medical appropriateness and each adopted its 
recommendations and conclusions. * 

In general, the Executive Summary recommended that the Orthopedic Surgery Groups 
and the Neurosurgery Group change their operating room practices to standardize the use 
of spine fusion devices and supplies. The Executive Summary identified thirty-six 
specific recommendations that can be roughly grouped into the following two categories. 

• "Use as Needed” Bioloeical . The first category, containing a single 
recommendation, involved limiting the use of Bone Morphogenetic Protein 
(“BMP") to an as needed basis. The Requestors have certified that the individual 
surgeon made patient-by-patient determinations as to whether BMP was clinically 
indicated and that the biological remained readily available to the surgeons. The 
Requestors further certified that any resulting limitation on the use of BMP did not 
adversely affect patient care. 

• Prodtici Slandardizalion. For the second category, involving thirty-five 
recommendations, the Orthopedic Surgery Groups and the Neurosurgery Group 
were to standardize the use of certain spine fusion devices and supplies where 
medically appropriate. For this category, the Orthopedic Surgery Groups and the 
Neurosurgery Group were required to work in conjunction with the Medical 
Center to evaluate and clinically review vendors and products.* The Orthopedic 
Surgery Groups and the Neurosurgery Group agreed to use the selected products 
where medically appropriate, which may have required additional training or 
changes in clinical practice. 

The Arrangement contained several safeguards intended to protect against inappropriate 
reductions in services. With respect to the use as needed recommendation, the 
Arrangement utilized objective historical and clinical measures reasonably related to the 


'The Executive Summary, dated December 31, 2006, is attached to this advisory 
opinion as Appendix A . The approaches of the orthopedic surgeons and the 
neurosurgeons to spine fusion surgery overlap, often making use of same methods, 
devices, and supplies. No distinctions arc made in the Executive Summary between the 
two types of surgeons in terms of past practices or gainsharing recommendations. 

*Thc Executive Summary identified with specificity the vendors and products at 


issue. 
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practices and the patient population at the Medical Center to establish a “floor” beyond 
which no savings w ould accrue to the Orthopedic Surgery Groups or the Neurosurgery 
Group. The Arrangement used specific, objective, generally-accepted clinical indicators 
reasonably related to the practices of the Medical Center and its patient population to 
determine medical appropriateness. 

Before the implementation of the Arrangement, BMP had been used in approximately 
1 5% of patients undergoing spine fusion procedures by the Orthopedic Surgery Groups 
and the Neurosurgery Group. The Program Administrator detemrined through analysis of 
national data that it w as reasonable to reduce the use of BMP on these cases to 1 1% of 
patients and that this reduction would not adversely impact patient care. Under the 
Arrangement, savings from reduced use of BMP were not credited to the Orthopedic 
Surgery Groups and the Neurosurgery Group if the savings resulted from utilization of 
BMP in less than 1 1% of cases or if the savings re.sulted from failure to use BMP in a 
case that met the clinical indicators. All surgical cases - including cases in which BMP 
was not administered - were reviewed by the Program Administrator to determine if the 
surgeons followed the objective clinical indicators for determining whether BMP was 
used appropriately. 

Importantly, with respect to the product standardization recommendations, the 
Requestors certified that the individual surgeons made a patient-by-patient detemrination 
of the most appropriate spine fusion devices and supplies and the ar ailability of the full 
range of devices and supplies was not compromised by the product standardization. The 
Requestors further certified that individual physicians still had available the same 
selection of devices and supplies after implementation of the Arrangement as before and 
that the economies gained through the Arrangement resulted from inherent clinical and 
fiscal value and not from restricting the availability of devices and supplies. 

According to the Program Administrator, if implemented in accordance with the 
Executive Summary’s specifications, the thirty-six recommendations presented 
substantial cost savings opportunities for the Medical Center w ithout adversely impacting 
the quality of patient care. 

Under the Arrangement, the Medical Center intends to pay each of the Orthopedic 
Surgery Groups and the Neurosurgery Group individually for 50% of the cost savings 
achieved by the respective group when implementing the thirty-six recommendations in 
the Executive Summary for a period of one year. At the end of the applicable year (the 
“contract year”), cost savings were calculated separately for each group and for each of 
the thirty-six recommendations; this precluded shifting of cost savings and ensured that 
savings generated by utilization beyond set targets, as applicable w ere not credited to the 
Orthopedic Surgery Groups or the Neurosurgery Group. 
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The payments, when made, to the Orthopedic Surgery Groups and Neurosurgery Groups, 
respectively, will constitute the entire compensation paid to the Orthopedic Surgery 
Groups and the Neurosurgery Group for services performed under the contracts 
memorializing the Arrangement between the respective groups and the Medical Center. 
For purposes of calculating the payments to the Orthopedic Surgery Groups and the 
Neurosurgery Group, the cost savings were calculated by subtracting the actual costs 
incurred during the contract year’ for the items specified in the thirty-six 
recommendations when used by surgeons in each respective group, as applicable, during 
the specified surgical procedures (the “contract year costs”) from the historic costs for the 
same items when used by the particular group during comparable surgical procedures in 
the base year (the “base year costs”*). The contract year costs were adjusted to account 
for any inappropriate reductions in use of items beyond the targets set in the Executive 
Summary. The payments to the Orthopedic Surgery Groups and the Neurosurgery 
Group, when made, will be 50% of the difference between each respective group’s 
adjusted current year costs and the base year costs less 50% of the costs incurred by the 
Medical Center to administer the Arrangement. 

Under the Arrangement, the Medical Center is obligated to make aggregate payments to 
the practices which comprise the Orthopedic Surgery Groups and tlie Neurosurgery 
Ciroup, each of which distributes its respective profits among its members on a per capita 
basis. 

Calculation of payments to the Orthopedic Surgery Groups and the Neurosurgery Group 
was subject to the follow'ing limitations: 

• If the volumes of procedures payable by a Federal health care program 
performed by each of the three physician groups in the gainsharing year 
exceeded that individual group’s volume of like procedures payable by a 
Federal health care program performed in the base year, there was no sharing 
of cost savings for the additional procedures. 

• To minimize the surgeons’ financial incentive to steer more costly patients to 
other hospitals, the case severity, ages, and payors of the patient population 
treated under the Arrangement were monitored by a committee composed of 

The contract year was the twelve-month term for which the Orthopedic Surgery 
Groups and the Neurosurgery Group were compensated under the Arrangement. 

*The “base year” was the twelve months preceding the effective date of the 
contracts. For purposes of this opinion, the Arrangement is limited to the one-year term 
of the contracts; accordingly, this opinion is without force and effect w ith respect to any 
future renew al or extension of the Arrangement. Nowvithstanding, we note that any 
renewal or extension of the Arrangement should incorporate updated base year costs. 
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representatives of the Requestors, using generally-accepted standards. If 
significant changes from historical measures indicated that a surgeon had 
altered his or her referral patterns in a manner beneficial to the Medical Center 
as a result of the Arrangement, the surgeon at issue would have been 
terminated from participation in the Arrangement. No surgeons were 
terminated. 

• The Executive Summary identified projected cost savings, and the aggregate of 
payments to the Orthopedic Surgery Groups and the Neurosurgery Group, 
when made, will not exceed 50% of the group’s share of projected cost 
savings; each group, furthermore, will be compensated solely for its own 
savings under the Arrangement. 

The Medical Center, the Orthopedic Surgery Groups, and the Neurosurgery Group 
documented the actisities and the payment methodology under the Arrangement and 
agreed to make the documentation available to the Secretary of the United States 
Department of Health and Human Services, upon request. In addition, the Medical 
Center, the Orthopedic Surgery Groups, and the Neurosurgery Group disclosed the 
Arrangement to the patients, ineluding the fact that compensation of the Orthopedic 
Surgery Groups and the Neurosurgery Group was based on a percentage of the Medical 
Center’s cost savings. The disclosure was made to the patient before the patient was 
admitted to the Medical Center for a procedure covered by the Arrangement; if pre- 
admission disclosure was impracticable fe.g. . the patient was admitted for an unscheduled 
procedure or the need for the procedure is determined after admission), tlie disclosure 
was made before the patient consented to the surgery. The disclosures were made in 
writing, and patients had an opportunity, if desired, to rev'iew details of the Arrangement, 
including the .specific cost savings measures applicable to the patient’s surgery. 

II. LEGAL ANALYSIS 

Arrangements like the Arrangement are designed to align incentives by offering 
physicians a portion of a hospital’s cost savings in exchange for implementing cost 
saving strategies. Under the current reimbursement system, the burden of these costs 
falls on hospitals, not physicians. Payments to physicians based on cost savings may be 
intended to motivate them to reduce hospital costs associated with procedures performed 
by physicians at the hospitals. 

Properly structured, arrangements that share cost savings can serv'e legitimate business 
and medical purposes. Specifically, properly structured arrangements may increase 
efficiency and r^uce waste, thereby potentially increasing a hospital’s profitability. 
However, such arrangements can potentially influence physician judgment to the 
detriment of patient care. Our concerns include, but ate not limited to, the following: (i) 
stinting on patient care; (ii) “cherry picking” healthy patients and steering sicker (and 
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more costly) patients to hospitals that do not offer such arrangements; (iii) payments in 
exchange for patient referrals; and (iv) unfair competition (a “race to the bottom”) among 
hospitals olTering cost savings programs to foster physician loyalty and to attract more 
referrals. 

Hospital cost savings programs in general, and the Arrangement in particular, may 
implicate at least three Federal legal authorities: (i) the civil monetary penalty for 
reductions or limitations of direct patient care services provided to Federal health care 
program beneficiaries, sections 1 128A(bXl)-(2) of the Act: (ii) the anti-kickback statute, 
section 1 128B(b) of the Act; and (iii) the physician self-referral law, section 1877 of the 
Act,’ We address the first two of these authorities; section 1877 of the Act falls outside 
the scope of the OlG’s advisory opinion authority. We express no opinion on the 
application of section 1877 of the Act to the Arrangement. 

A. The Cisll Monetary Penalty, .Sections 1 128A(b)(l)-(2) of the Act 

Sections 1128A(b)(l)-(2) of the Act establish a civil monetary penalty (“CMP”) against 
any hospital or critical access hospital that knowingly makes a payment directly or 
indirectly to a physician (and any physician that receives such a payment) as an 
inducement to reduce or limit items or services to Medicate or Medicaid beneficiaries 
under the physician’s direct care. Hospitals that make (and physiciaas that receive) such 
payments are liable for CMPs of up to S2,(K)0 per patient covered by the payments. See 
id. There is no requirement that the prohibited payment be tied to a specific patient or to 
a reduction in medically necessary care. The CMP applies only to reductions or 
limitations of items or services provided to Medicare and Medicaid tee-for-service 
beneficiaries.” 


’in addition, nonprofit hospital arrangements raise issues of private inurement and 
private benefit under the Internal Revenue Service’s income tax regulations in connection 
with section S01(c)(3) of the Internal Revenue Code. See Rev'. Rul. 69-383, 1969-2 C.B. 

1 13. We express no opinion on the application of the Internal Revenue Code to the 
Arrangement. 

'“Physician incentive arrangements related to Medicare risk-based managed care 
contracts, similar Medicaid contracts, and Medicare Advantage plans (formerly Medicare 
+ Choice) are subject to regulation by the Secretary pursuant to sections 1876(i)(8), 
1903(mX2)(A)(x), and 1852(j)(4) of the Act (respectively), in lieu of being subject to 
sections 1 128A(bXl)-(2). See OIG letter regarding hospital-physician incentive plans for 
Medicare and Medicaid beneficiaries enrolled in managed care plans (dated August 19, 

1 999), available at http: /oig.hhs. gov- fraud docs alert sandbulletins gsleller.hlm. See also 
42 C.F.R. § 417.479 (Medicare HMOs or competitiv'e medical plans); 42 C.F.R. § 
422.208 (Medicare Advantage plans); 42 C.F.R. § 438.6 (Medicaid risk plans). 
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The CMP prohibits payments by hospitals to physicians that may induce physicians to 
reduce or limit items or services furnished to their Medicare and Medicaid patients. A 
threshold inquiry is whether the Arrangement will induce physicians to reduce or limit 
items or services. Given the specificity of the Arrangement, it is possible to review the 
proposed opportunities for savings individually and evaluate their potential impact on 
patient care. 

Having reviewed the thirty-six individual recommendations, we conclude that the 
recommendations implicated the CMP. Simply put, the Arrangement might have induced 
physicians to reduce or limit the then-current medical practice at the Medical Center. 

We recognize that the then-current medical practice may have involved care that 
exceeded the requirements of medical necessity. However, whether current medical 
practice reflects necessity or prudence is irrelevant for purposes of the CMP. 

In sum, we find that the CMP applied to the recommendations for the standardization of 
devices and supplies, and limiting the use of BMP. Notwithstanding, several features of 
the Arrangement, in combination, provide sufficient safeguards so that we would not seek 
sanctions against the Requestors under sections 1 l28A(b)(l)-(2) of the Act. 

First , the specific cost-saving actions and resulting savings were clearly and separately 
identified. The transparency of the Arrangement allows for public scrutiny and 
individual physician accountability for any adverse effects of the Arrangement, including 
any difference in treatment among patients based on nonclinical indicators. The 
transparency of the incentives for specific actions and specific procedures also facilitates 
accountability through the medical-legal professional liability system. 

Second , the Requestors proffered credible medical support for the position that 
implementation of the recommendations did not adversely affect patient care. The 
Arrangement was periodically reviewed by the Requestors to confirm that the 
Arrangement was not having an adverse impact on clinical care.*^ 

Third , the amount to be paid under the Arrangement was calculated based on all surgeries 
regardless of the patients’ insurance coverage, subject to the cap on payment for Federal 

^^This is true even though the Medical Center has not yet paid the Orthopedic 
Surgery Groups and the Neurosurgery Group. 

We have had the Arrangement reviewed by an independent medical expert who 
has concluded that the cost savings measures, as described in the advisory opinion 
request and supplemental submissions, should not have adversely affected patient care. 
For purposes of this opinion, however, we rely solely on the Requestors’ certifications 
and nothing in this advisory opinion should be construed as an endorsement or 
conclusion as to the medical propriety of the specific activities undertaken as part of the 
Arrangement. 
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health eare program procedures. Moreover, the surgical procedures to which the 
Arrangement applies were not disproportionately performed on Federal health care 
program beneficiaries. Additionally, the cost savings are calculated from the Medical 
Center’s actual out-of-pocket acquisition costs, not an accounting convention. 

Fourth , the Arrangement protected against inappropriate reductions in services by 
utilizing objective historical and clinical measures to establish baseline thresholds beyond 
which no savings accrued to the Orthopedic Surgery Groups or the Neurosurgery Group. 
The Requestors have certified that these baseline measures were reasonably related to the 
Medical Center’s or comparable hospitals’ practices and patient populations. These 
safeguards were action-specific and not simply based on isolated patient outcome data 
unrelated to the specific changes in operating room practices. 

Fifth , the product standardization portion of the Arrangement further protected against 
inappropriate reductions in sersices by ensuring that individual physicians still had 
available the same selection of devices and supplies after implementation of the 
Arrangement as before. The Arrangement was designed to produce savings through 
inherent clinical and fiscal value and not from restricting the availability of devices and 
supplies. 

Sixth , the Medical Center, the Orthopedic Surgery Groups, and the Neurosurgery Group 
provided written disclosures of their involvement in the Arrangement to patients whose 
care might have been affected by the Arrangement and provided patients an opportunity 
to review the cost savings recommendations prior to admission to the Medical Center (or, 
where pre-admission consent w as impracticable, prior to consenting to surgery). While 
we do not believe that, standing alone, such disclosures offer sufficient protection from 
program or patient abuse, effective and meaningful disclosure offers some protection 
against possible abuses of patient trust.’’ 

Seventh , the financial incentives under the Arrangement were reasonably limited in 
duration and amount. 

Eighth , because the Orthopedic Surgery Groups and the Neurosurgery Group distribute 
profits to their respective members on a per capita basis, any incentive for an individual 
surgeon to generate disproportionate cost savings was mitigated. 

Our decision not to impose sanctions on the Requestors in connection with the 
Arrangement is an exercise of our discretion and is consistent with our Special Advisory 


’’Ordinarily, we would expect patient disclosures to be coupled with patient 
satisfaction surveys that closely monitor patient perceptions of their care. However, in 
the context of the Arrangement, whieh foeused on items used in operating rooms, we 
believe that patient satisfaetion surveys would not have been effeetive. 
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Bulletin on “Gainsharing Arrangements and CMPs for Medical Center Payments to 
Physicians to Reduce or Limit Services to Beneficiaries” (July 1999) (the “Special 
Advisory Bulletin"). We reiterate that the CMP applies to any payment by a hospital to a 
physician that is intended to induce the reduction or limitation of items or sers ices to 
Medicare or Medicaid patients under the physician’s direct clinical care. The 
Arrangement is markedly different from many “gainsharing” plans that purport to pay 
physicians a percentage of generalized cost savings not tied to specific, identifiable cost- 
lowering aetivities. Importantly, the Arrangement set out the specific actions to be taken 
and tied the remuneration to the actual, verifiable cost savings attributable to those 
actions. This U'ansparency allowed an assessment of the likely effect of the Arrangement 
on quality of care and ensured that the identified actions caused the savings. 

Many “gainsharing” plans present substantial risks for both patient and program abuse - 
risks that were not present in the Arrangement. Given the limited duration and scope of 
the Arrangement, the safeguards provided suffieient protections against patient and 
program abuse. Other arrangements, including those that are more expansive in scope or 
less specific than the Arrangement, are likely to require additional or different safeguards. 

B. The Anti-Kickback Statute 

The anti-kickback statute makes it a criminal offense knowingly and willfully to offer, 
pay, solicit, or receive any remuneration to induce or reward referrals of items or sen ices 
reimbursable by a Federal health care program. See section I l28B(b) of the Act. Where 
remuneration is paid purposefitlly to induce or reward referrals of items or scivdces 
payable by a Federal health care program, the anti-kickback statute is violated. By its 
terms, the statute ascribes criminal liability to parties on both sides of an impermissible 
“kickback” transaction. For purposes of the anti-kickback statute, “remuneration” 
includes the transfer of anything of value, directly or indirectly, overtly or covertly, in 
cash or in kind. 

ITie statute has been interpreted to cover any arrangement where one purpose of the 
remuneration was to obtain money for the referral of services or to induce further 
referrals. United States v. Kats . 87 1 F.2d 105 (9th Cir. 1 989): United States v. Greber . 
760 F.2d 68 (3d Cir.), cert, denied . 474 U.S. 988 (1985). Violation of the statute 
constitutes a felony punishable by a maximum fine of $25,000, imprisonment up to five 
years, or both. Conviction will also lead to automatic exclusion from Federal health care 
programs, including Medicare and Medicaid. Where a party commits an act described in 
section I l28B(b) of the Act, the OIG may initiate administrative proceedings to impose 
civil monetary penalties on such party under section I I28A(a)(7) of the Act. The OIG 
may also initiate administrath e proceedings to exclude such party from the Federal 
health care programs under section I I28(bX7) of the Act. 
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Tile Department of Health and Human Seri'ices has promulgated safe harbor regulations 
that detine practices that are not subject to the anti-kickback statute because such 
practices would be unlikely to result in fraud or abuse. See 42 C.F.R. § 1001 .952. The 
safe harbors set forth specific conditions that, if met, assure entities involved of not being 
prosecuted or sanctioned for the arrangement qualifying for the safe harbor. However, 
safe harbor protection is afforded only to those arrangements that precisely meet all of the 
conditions set forth in the safe harbor. 

The safe harbor for personal services and management contracts, 42 C.F.R. 

§ 1 00 1 .952(d), is potentially applicable to the Arrangement. In relevant part for purposes 
of this advisory opinion, the personal services safe harbor requires that the aggregate 
compensation paid for the services be set in advance and consistent with fair market 
value in arm’s-length transactions. The Arrangement can not fit in the safe harbor 
because the payment owed to the Orthopedic Surgery Groups and the Neurosurgery 
Group was calculated on a percentage basis, and thus the compensation could not be set 
in advance. However, the absence of safe harbor protection is not fatal. Instead, the 
Arrangement must be subject to case-by-case evaluation. 

We are eoncemed that the Arrangement, like any compensation arrangement between a 
hospital and a physician who admits or refers patients to such hospital, could be used to 
disguise remuneration from the Medical Center to reward or induce referrals by the 
Orthopedic Surgery Groups or the Neurosurgery Group. Speeifieally, the Arrangement 
could have encouraged the surgeons to admit Federal health care program patients to tlie 
Medical Center, since the surgeons would receive not only their Medicare Part B 
professional fee, but also, indirectly, a share of the Medical Center’s payment, depending 
on cost savings. In other words, the more procedures a surgeon performed at the Medical 
Center, the more money he or she is likely to have received under the Arrangement. 

While we believe the Arrangement might have resulted in illegal remuneration if the 
requisite intent to induce referrals w ere present, we will not impose sanctions in the 
particular circumstances presented here and as qualified below. 

First , the circumstances and safeguards of the Arrangement reduced the likelihood that 
the Arrangement was used to attract referring physicians or to increase referrals from 
existing physicians. Specifically, participation in the Arrangement was limited to 
surgeons already on the medical staff, thus limiting the likelihood that the Arrangement 
would attract other surgeons. In addition, the potential savings derived from proeedures 
for Federal health care program beneficiaries were capped based on the participating 
physicians’ prior year’s admissions of Federal health care program beneficiaries. Finally, 
the contracts’ terms were limited to one year, reducing any incentive to sw itch facilities, 
and admissions were monitored for changes in severity, age, or payor. Thus, while the 
incentive to refer w'as not necessarily eliminated, it was substantially reduced. 
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Second , the structure of the Arrangement eliminated the risk that the Arrangement might 
be used to reward surgeons or other physicians who refer patients to the Orthopedic 
Surgery Groups, the Neurosurgery Group, or their surgeons. The Orthopedic Surgery 
Groups and the Neurosurgery Group, the only participants in the Arrangement, were 
composed entirely of surgeons who perform spine fusion surgery; no other types of 
physicians were members of the Orthopedic Surgery Groups or the Neurosurgery Group, 
or shared in their profit distributions. Within each of the three practices, profits were 
distributed to members on a per capita basis, mitigating any incentive for an individual 
surgeon to generate disproportionate cost savings. 

Third , the Arrangement set out with specificity the particular actions that generated the 
cost savings on which the payments will be based. The recommendations represented a 
change in operating room practice, for which the surgeon was responsible and had 
liability exposure. Product standardization and limiting the use of BMP each carried 
some increased liability risk for the physicians. It is not unreasonable for the surgeon to 
receive compensation for the increased risk from the change in practice. Moreover, the 
payments to be made under the Arrangement represent a portion of one year’s worth of 
cost savings and are limited in amount (i^, the aggregate cap), duration fi.e. . the limited 
contract tenn), and scope (i.e. . the total savings that could be achieved from the 
implementation of any one recommendation were limited by appropriate utilization 
levels). The payments under the Arrangement do not appear unrea.sonable, given, among 
other things, the nature of the actions required of the physicians to have implemented the 
thirty-six recommended actions, the specificity of the payment formula, and the cap on 
total remuneration to the Orthopedic Surgery Groups and the Neurosurgery Group. We 
caution that payments of 50% of cost savings in other arrangements, including multi-year 
arrangements or arrangements with generalized cost savings formulae, could well lead to 
a dilTercnt result. 

In light of these circumstances and safeguards, the Arrangement poses a low risk of fraud 
or abuse under the anti-kickback statute. 

III. CONCLIFSION 

Notwithstanding the foregoing, we reiterate our concerns regarding many arrangements 
between hospitals and physicians to share cost savings. Improperly designed or 
implemented arrangements risk adversely affecting patient care and could be vehicles to 
disguise payments for referrals. For example, an arrangement that carmot be adequately 


'■'We are precluded by statute from opining on whether fair market value shall be 
or was paid for goods, services, or property. See 42 U.S.C. § l320a-7d(b)(3)(A). While 
the Requestors have certified that the payments under the Arrangement are consistent 
with fair market value, we do not rely on that certification in this opinion, nor hav'c we 
have made an independent fair market value assessment. 
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and accurately measured for quality of care would pose a high risk of fraud or abuse, as 
would one that rewards physicians based on overall cost savings without accountability 
for specific cost reduction measures. Moreover, arrangements structured so as to pose a 
heightened potential for patient steering and unfair competition would be considered 
suspect. In short, this opinion is predicated on the specific arrangement posed by the 
Requestors and is limited to that specific arrangement. Other apparently similar 
arrangements could raise different concerns and lead to a different result. 

Based on the information provided and the totality of the facts described and certified in 
your request for an advisory opinion and supplemental submissions, we conclude that: (i) 
the Arrangement constitutes an improper payment to induce reduction or limitation of 
services pursuant to sections 1 1 28 A(b)( I )-(2) of the Act, but that the OIG will not impose 
sanctions under sections 1 128A(b)(l)-(2) on the Requestors in connection with the 
Arrangement; and (ii) the Arrangement potentially generates prohibited remuneration 
under the anti-kickback statute, if the requisite intent to induce or reward referrals of 
Federal health care program business were present, but that the OIG will not impose 
administrative sanctions on the Requestors under sections 1 128(bX7) or 1 128A(a)(7) of 
the Act (as those sections relate to the commission of acts described in section I I28B(b) 
of the Act) in connection with the Arrangement. 

IV. I.IMITATIONS 

The limitations applicable to this opinion include the following: 

• This advisory opinion is issued only to [names redacted], the requestors of this 
opinion. This advisoiy opinion has no application to, and cannot be relied 
upon by, any other individual or entity. 

• This advisory opinion may not be introduced into evidence in any matter 
involving an entity or individual that is not a requestor to this opinion. 

• This advisory opinion is applicable only to the statutory provisions specifically 
noted above. No opinion is expressed or implied herein with respect to the 
application of any other Federal, state, or local stamte. rule, regulation, 
ordinance, or other law that may be applicable to the Arrangement, including, 
without limitation, the physician self-referral law, section 1877 of the Act. 

• This advisory opinion will not bind or obligate any agency other than the U.S. 
Department of Health and Human Services. 

• This advisory opinion is limited in scope to the specific arrangement described 
in this letter and has no applicability to other arrangements, even those that 
appear similar in nature or scope. 
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• No opinion is expressed herein regarding the liability of any party under the 
False Claims Act or other legal authorities for any improper billing, claims 
submission, cost reporting, or related conduct. 

'ITiis opinion is also subject to any additional limitations set forth at 42 C.F.R. Part 1008, 

The OIG will not proceed against [names redacted] with respect to any action that is part 
of the Arrangement taken in good faith reliance upon this advisory opinion, as long as all 
of the material facts have been fully, completely, and accurately presented, and the 
Arrangement in practice comports with the information provided. The OIG reseiA'es the 
right to reconsider the questions and issues raised in this advisory opinion and. where the 
public interest requires, to rescind, modify, or tenninate this opinion. In the event tliat 
this advisory opinion is modified or terminated, the OIG will not proceed against [names 
redacted] with respect to any action taken in good faith reliance upon this advisory 
opinion, where all of the relevant facts were fully, completely, and accurately presented, 
and where such action was promptly discontinued upon notification of the modification 
or termination of this advisory opinion. An advisory opinion may be rescinded only if 
the relevant and material facts have not been fully, completely, and accurately disclosed 
to the OIG. 


Sincerely, 


/s/ 

Lewis Morris 

Chief Counsel to the Inspeetor General 


[Appendix A and Distribution List redacted] 
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DEPARTMENT OF HEALTH & III MAN SERVICES 


onicr of In^pKlor Goaoral 


U'a^iaStoa. D.C. 20201 


[ We redact certain identifying information and certain potentially privileged, confidential, 
or proprietary information associated with the individual or entity, unless otherwise 
approved by the requestor. ] 


Issued: October 6, 2008 

Posted: October 14, 2008 


Re: OIG AdsisoiT Opinion No. 08-15 
Ladies and Ocntlemen: 

We are writing in response to your request for an advisory opinion concerning an existing 
arrangement in which a hospital shares with groups of cardiologists a percentage of the 
hospital's cost savings arising from the cardiologists' implementation of a number of cost 
reduction measures in certain procedures (the “Arrangement"). The cost savings ate 
measured based on the cardiologists' use of specific supplies during designated cardiac 
catheterization laboratory procedures. You have inquired whether the Arrangement 
constitutes grounds for sanctions arising under: (i) the civil monetary penalty for a 
hospital's payment to a physician to induce reductions or limitations of services to Medicare 
or Medicaid beneficiaries under the physician's direct care, sections 1 128A(b)(l)-(2) of the 
Social Security Act (the “Act"); or (ii) the exclusion authority at section 1 128(bX7) of the 
Act or the civil monetary penalty provision at section 1 1 28A(a)(7) of the Act, as those 
sections relate to the commission of acts described in section 1 1 28B(b) of the Act, the anti- 
kickback statute. 

You have certified that all of the information provided in your request, including all 
supplementary letters, is true and coirect and constitutes a complete description of the 
relevant facts and agreements among the parties. 

In issuing this opinion, we have relied solely on the facts and information presented to us. 
We have not undertaken an independent investigation of such information. This opinion is 
limited to the facts presented. If material facts have not been disclosed or have been 
misrepresented, this opinion is without force and effect. 
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Based on the information provided and the totality of the facts as described and certified in 
your request for an advisory opinion and supplemental submissions, we conclude that: (i) 
the Arrangement could constitute an improper payment to induce reduction or limitation of 
sers'iccs pursuant to sections 1 128A(b)(l)-(2) of the Act, but that the Office of Inspector 
General (“OIG”) would not impose sanctions on the requestors of this advisory opinion, 
[names redacted] (collectively the “Requestors"), in connection with the Arrangement; and 
(ii) the Arrangement could potentially generate prohibited remuneration under the anti- 
kickback statute, if the requisite intent to induce or reward referrals of Federal health care 
program business were present, but that the OIG would not impose administrative sanctions 
on the Requestors under sections 1 128(b)(7) or 1 128A(a)(7) of the Act (as those sections 
relate to the commission of acts described in section 1 128B(b) of the Act) in connection 
with the Arrangement. 

This opinion may not be relied on by any persons other than the Requestors and is further 
qualified as set out in Part IV below and in 42 C.F.R. Part 1008. 

I. FACTUAL BAC KGROUND 

A. Parties 

The Hospital. (Name redacted] (the “Hospital”) is an acute care hospital in [city and state 
names redacted) that offers a broad range of inpatient and outpatient hospital services, 
including cardiac catheterization laboratory services. The Hospital is a participating 
provider in the Medicare and Medicaid programs. 

The Cardiology Groups. [Name redacted] (“Group A”) is a limited liability company that 
employs exclusively cardiologists who are duly licensed in the State of [state name 
redacted] and have active medical staff privileges at the Hospital, firoup A refers patients 
to the Hospital for inpatient and outpatient hospital sert'ices. [Name redacted] (“Group B”) 
is another limited liability company that employs exclusively cardiologists who are duly 
licensed in the State of [state name redacted] and have active medical staff privileges at the 
Hospital. Group B also refers patients to the Hospital for inpatient and outpatient hospital 
services (Group A and Group B are herein referred to, individually, as “a Cardiology 
Group” and, in combination, as “the Cardiology Groups”).' The Cardiology Groups 
perform nearly all of the cardiac catheterization laboratory scrticcs at the Hospital. 
Occasionally a case is completed by another group or by solo practitioners. 


'Groups A and B both have members who also practice at other hospitals in the 
region; however, the Hospital is the primary practice location for most of the cardiologists 
in Groups A and B. 
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The Program Administrator. The Hospital has engaged [name redacted] (the “Program 
Administrator”) to administer the Airangement. The Program Administrator collects data 
and analyzes and manages the Arrangement.^ The Hospital pays the Program Administrator 
a monthly fixed fee certified by the Requestors to be fair market value in an arm’s-length 
transaction for services to be provided by the Program Administrator under the 
Arrangement. The fee is not tied in any way to cost savings or the Cardiology Groups’ 
compensation under the Arrangement. 

B. The Arrangement 

Under the Arrangement, the Hospital agrees to pay each Cardiology Group a share of three 
years of cost savings directly attributable to specific changes in that particular group’s 
cardiac catheterization laboratory practices. The Requestors have implemented the three- 
year Arrangement under which payments are owed to each of the Cardiology Groups at the 
end of each year (as described in greater detail below). The Cardiology Groups have 
initiated the specific changes in cardiac catheterization laboratory procedures and the 
Arrangement is still on-going. The Hospital has not paid amounts owed to the Cardiology 
Groups under the Arrangement, how'ever, pending the outcome of this opinion.’ The 
Requestors have certified that the Hospital will make payments owed under the 
Arrangement should the Requestors receive a favorable advisory opinion. The Cardiology 
Groups arc the only physician practices participating in the Arrangement. 

To develop the Arrangement, the Program Administrator conducted a study of the historic 
practices of the Cardiology Groups at the Hospital’s cardiac catheterization laboratory and 
identified thirty specific cost savings opportunities. The results of the Program 
Administrator’s study and the specific cost savings opportunities were summarized in a 
drKument entitled. “Executive Summary [name redacted] Valueshare for Cardiology” (the 
“Executive Summary").’ The Hospital and the Cardiology Groups reviewed the Executive 
Summary for medical appropriateness and each adopted its recommendations and 
conclusions. 


"The Program Administrator’s software product that measures cost, quality, and 
utilization on a national basis is certified by the American College of Cardiology. 

’Nonpayment of amounts owed pursuant to a contractual agreement does not. by 
itself, absolve parties from liability under the fraud and abase laws. 


‘The Executive Summary is attached to this advisory opinion as Appendix A . 



268 


Page -4- OIG Advisory Opinion No. 08-15 

In general, the Executive Summary recommends that the Cardiology Groups change current 
cardiac catheterization laboratory practices to standardize use of medical devices and 
supplies and to curb the inappropriate use or waste of medical devices and supplies. The 
thirty recommendations can be roughly grouped into tlircc categories. 

• Product Slandardizalion. For the first category, involving twenty-five 
recommendations, the Executive Summary recommends that the Cardiology Groups 
standardize the types of cardiac catheterization devices (stents, balloons, 
interventional guidewires and catheters, vascular closure devices, diagno.stic devices, 
pacemakers and defibrillators) they employ,* T he Cardiology Groups ate required to 
work in conjunction with the Hospital to evaluate and clinically review vendors and 
products. The Requestors have certified that they selected the preferred products 
eligible for payments under the Arrangement based on a process that first considered 
whether the products were clinically safe and clTectivc. An assessment was then 
made whether the proposed standardization measures were appropriate on the basis 
of clinical criteria. Only thereafter did the Requestors consider cost. T o the extent 
costs were a consideration, final .selections of vendors and products were made on 
the basis of prices available to the Hospital for those particular products. 

• “Use as needed" Devices. TTic second category, consisting of four 
recommendations, involves limiting the use of specific vascular closure devices to an 
“as needed” basis (hereinafter, the “use as needed” recommendations) for coronary 
and peripheral interventional procedures and diagnostic procedures. Tlie Requestors 
certified that the cardiologists make patient-by-patient determinations as to whether 
the devices are clinically indicated, and that any resulting limitation in use of these 
devices does not adversely aft’ect patient care. TTic Requestors further certified that 
the specific vascular closure devices remain readily available in the procedure room. 

• Product SubstUuHon . The third category involves a single recommendation to 
substimte, as appropriate, less costly anti-thrombotic medication for other products 
being u.sed by the cardiologists (hereafter, the “product substitution”). This 
recommendation may have an appreciable clinical significance. The Requestors 
certified that the identified product substitution does not adversely impact patient 
care. 

The Arrangement contains several safeguards intended to protect against inappropriate 
reductions in services. Importantly, in connection with the product standardization, product 
substitution, and use as needed recommendations, the Requestors certified that the 


*We note that the Executive Summary identifies with specificity the vendors and 
products at issue. 
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individual cardiologists make a patient-by-patieni determination of the most appropriate 
device or supply, and the availability of the full range of devices and supplies is not 
compromised by the product standardization, product substitution, and use as needed 
recommendations. The Requestors further certified that individual physicians still have 
available the same selection of devices and medications after implementation of the 
Arrangement as before, and that the economics gained through the Airangcmcnt result from 
inherent clinical and fiscal value and not from restricting the availability of devices and 
supplies. 

With respect to the use as needed recommendations for vascular closure devices, the 
Arrangement utilizes objective historical and clinical measures reasonably related to the 
practices and the patient population at the Hospital to establish “floors” beyond whieh no 
savings accrue to the Cardiology Groups. For example, according to the Requestors, 
vascular closure devices for peripheral interventional cases had previously been utilized at 
the Hospital on 40% of the cases specified under the Arrangement. The Program 
Administrator deteimined through analysis of national data that it would be reasonable to 
reduce the use of vascular closure devices on these cases to 1 5% of patients and that this 
reduction would not adversely impact patient care. Thus, the Cardiology Groups receive no 
share of any savings resulting from the reduction of use of vascular closure devices for 
peripheral intervention beyond the 1 5% floor. 

For the product substitution, no “floors” were set because substituting usage of the anti- 
thrombotic medication comported with national guidelines and other quality indicators. 
However to ensure tliat this recommendation docs not adversely affect the quality of care at 
the Hospital, the Program Administrator is tracking the Flospital’s performance of the 
covered cardiac procedures against quality indicators established by the American College 
of Cardiology (“ACC”) throughout the base years and contract years, ( See infra definitions 
notes 6 and 7.) According to the Requestors, the ACC quality indicators, against which all 
of the Arrangement’s recommendations were evaluated, reflect objective hospital baselines. 
The indicators are action-specific and not simply based on isolated patient outcome data 
unrelated to specific changes in catheterization lab practices. The ACC indicators 
incorporate enough specificity to permit correlation of outcomes with catheterization lab 
practices. No cost sharing amounts are allocated to the Cardiology Groups for procedures 
involving reductions in historical ACC quality indicators. 

According to the Program Administrator, if implemented in accordance with the Executive 
Summary’s specifications, the thirty recommendations would present substantial cost 
savings opportunities for the Hospital without adversely impacting the quality of patient 
care. 
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Under the Arrangement, the Hospital intends to pay each of the Cardiology Groups 
separately for 50% of the yearly savings achieved by the particular group when 
implementing the thirty recommendations in the Executive Summary. At the end of each 
year of the three-year Arrangement, cost savings are calculated separately for each group 
and for each of the thirty recommendations; this precludes shifting of cost savings and 
ensures that savings generated by utilization beyond the set targets, as applicable, are not 
credited to the Cardiology Groups. 

The sum of all three annual payments to each Cardiology Group, w hen made, w ill constitute 
the entire compensation paid to the particular group for services performed under the 
contract memorializing the Arrangement between that Cardiology Group and the Hospital. 
The payment to each Cardiology Group will be calculated using the same formula. For 
purposes of calculating the payment to each Cardiology Group, the actual costs incurred for 
the items specified in the thirty recommendations when used by cardiologists in the 
particular Cardiology Group during the specified procedures (the “current year costs”*) are 
subtracted from the costs for the same items w hen used during comparable procedures in 
the respective base year (the “base year costs”’). The Requestors are rebasing the 
Arrangement at the end of each year so that the Cardiology Groups will not receive 
duplicate payments for savings achieved in prior years. Specifically, at the end of the first 
year, the Requestors calculated the amounts owed to the Cardiology Groups as described 
above. The Requestors then reset the base year so that the first year of the Arrangement 
became the base year for the second year of the Arrangement. The same rebasing will 
occur for the third year. This annual rebasing method removes earlier accomplished savings 
from the accounting. 

Ibc current year costs for each of the three years arc adjusted to account for any 
inappropriate reductions in the use of items beyond the targets set in the Executive 


*'I'hc term “current year costs” used here represents the actual costs incurred during 
each of the three tw elvc-month periods which comprise the Arrangement. Current year 
costs were calculated for year one of the Arrangement, recalculated for year two, and will 
be recalculated again for year three. 

’Figures for three successive “base years” have been calculated from historical costs 
during the twelve months immediately preceding the contracts’ year one, year two, and year 
three, respectively. For purposes of this opinion, the Arrangement is limited to the three- 
year term of the contracts; accordingly, this opinion is without force and effect with respect 
to any future renewal or extension of the Arrangement. Notw ithstanding, w e note that any 
renew al or extension of the Arrangement should incorporate updated current year and base 
year costs. 
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Summary. After receipt of a favorable advisory opinion, year-end payments will separately 
be made to the groups for 50% of the difl'crcncc bctw'ccn their respective adjusted current 
year costs and base year costs for the first, second, and third years, if any. Under the 
Arrangement, the Hospital is obligated to make these aggregate payments to the Cardiology 
Groups, both of which distribute profits among members on a per capita basis. 

Calculation of payments to the Cardiology Groups is subject to the following limitations: 

• If a physician’s volume of procedures payable by a Federal health care program in 
the current year exceeds the volume of like procedures payable by a Federal health 
care program performed in the base year which preceded it, there is no sharing of 
cost savings for the additional procedures. 

• To minimize the cardiologists’ financial incentive to steer more costly patients to 
other hospitals, the case severity, ages, and payors of the patient population treated 
under the Arrangement are monitored by a committee composed of representatives 
of the Requestors, using generally-accepted standards. If significant changes from 
historical measures indicated that a cardiologist had altered his or her referral 
patterns in a manner beneficial to the Hospital as a result of the Arrangement, the 
cardiologist at issue would have been terminated from participation in the 
Arrangement. No cardiologists have been terminated, 

• The Executive Summary identified projected cost savings, and the aggregate of 
payments paid to each Cardiology Group, when made, will not exceed 50% of that 
group’s share of the projected cost savings identified in the initial base year. Each 
group will be compensated solely for its own savings under the Arrangement. 

The Hospital and the Cardiology Groups document the activities and the payment 
methodology under the Arrangement and will make the documentation available to the 
Secretary of the United States Department of Health and Human Services, upon request. In 
addition, the Hospital and the Cardiology Groups disclose the Arrangement to the patients, 
including the fact that the Cardiology Groups’ compensation is based on a percentage of the 
Hospital’s cost savings. The disclosure is made to the patient before the patient is admitted 
to the Hospital for a procedure covered by the Arrangement; if pre-admission disclosure is 
impracticable (e.g. . the patient is admitted for an unscheduled procedure or the need for the 
procedure is determined after admission), the disclosure is made before the patient consents 
to the procedure. The disclosures are in writing, and patients have an opportunity, if they 
desire, to review details of the Arrangement, including the specific cost savings measures 
applicable to the patient’s procedure. 
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Programs like the Arrangement are designed to align incentives by offering physicians a 
portion of a hospital’s cost savings in exchange for implementing cost saving strategics. 
Under the current reimbursement system, the burden of these costs falls on hospitals, not 
physicians. Payments to physicians based on cost savings may be intended to motivate 
them to reduce hospital costs associated with procedures performed by physicians at the 
hospitals. 

Properly structured, arrangements that share cost savings can serve legitimate business and 
medical purposes. Specifically, properly structured arrangements may increase efficiency 
and reduce waste, thereby potentially increasing a hospital’s profitability. However, such 
arrangements can potentially inlluence physician judgment to the detriment of patient care. 
Our concerns include, but are not limited to, the following: (i) stinting on patient care; (ii) 
“cherry picking’’ healthy patients and steering sicker (and more costly) patients to hospitals 
that do not offer such arrangements; (iii) payments in exchange for patient referrals; and (iv) 
unfair competition (a “race to the bottom”) among hospitals offering cost savings programs 
to foster physician loyalty and to attract more referrals. 

1 lospital cost savings programs in general, and the Arrangement in particular, may implicate 
at least three Federal legal authorities: (i) the civil monetary penalty for reduetions or 
limitations of direct patient care services provided to Federal health care program 
beneficiaries, sections 1 128A(b)(l)-(2) of the Act; (ii) the anti-kickback statute, section 
1 128B(b) of the Act; and (iii) the physician self-referral law, section 1877 of the Act,* We 
address the first two of these authorities; section 1 877 of the Act falls outside the scope of 
the OIG’s advisory opinion authority. We express no opinion on the application of section 
1 877 of the Act to the Arrangement. 

A. The Civil Monetary Penalty, Sections 1128A(b)(l)-(2) of the Act 

Sections 1 128A(b)(l)-(2) of the Act establish a civil monetary penalty (“CMP") against any 
hospital or critical access hospital that knowingly makes a payment directly or indirectly to 
a physician (and any physician that receives such a payment) as an inducement to reduce or 
limit items or services to Medicare or Medicaid beneficiaries under the physician’s direct 


*ln addition, nonprofit hospital arrangements raise issues of private inurement and 
private benefit under the Internal Revenue Sendee’s income tax regulations in connection 
with section 501(c)(3) of the Internal Revenue Code. Sec Rev. Rul. 69-383, 1969-2 C.13. 

1 13. We express no opinion on the application of the Internal Revenue Code to the 
Arrangement. 
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care. Hospitals that make (and physieians that receive) such payments are liable for CMPs 
of up to $2,000 per patient covered by the payments. See id. lliere is no requirement that 
the prohibited payment be tied to a specific patient or to a reduction in medically necessary 
care. The CMP applies only to reductions or limitations of items or services provided to 
Medicare and Medicaid fee-for-sen'ice beneficiaries.’ 

The CMP prohibits payments by hospitals to physicians that may induce physicians to 
reduce or limit items or services fiimished to their Medicare and Medicaid patients. A 
threshold inquiry is whether the Arrangement induces physicians to reduce or limit items or 
services. Given the specificity of the Arrangement, it is pos.sible to review the opportunities 
for savings individually and evaluate their potential impact on patient care. 

Having reviewed tlte thirty recommendations, we conclude that the recommendations 
implicated the CMP. Simply put, with respect to the recomtnendations under the 
Arrangement regarding the standardization of devices and supplies, the limitations on tlie 
use of va.scular closure devices, and product substitution of the anti-thrombotic medication, 
the Arrangement might induce physicians to reduce or limit the current medical practice at 
the Hospital. Wc recognize that the current medical practice may involve care that exceeds 
the requirements of medical necessity. However, whether the current medical practice 
reflects necessity or prudence is irrelevant for purposes of the CMP. 

In sum, we find that the CMP applies to the recommendations for the standardization of 
devices, limiting the use of vascular closure devices, and product substitution of the anti- 
thrombotic medication. Notwithstanding, the Arrangement has several features that, in 
combination, provide sufficient safeguards so that we would not seek sanctions agaiast the 
Requestors under sections 1 128A(b)(l)-(2) of the Act. 

First , the specific cost-saving actions and resulting savings have been clearly and separately 
identified. The transparency of the Arrangement has allowed for public scrutiny and 
individual physician accountability for any adverse effects of the Arrangement, including 
any difference in treatment among patients ba.sed on nonclinical indicators. Tlte 


’Physician incentive arrangements related to Medicare risk-based managed care 
contracts, similar Medicaid contracts, and Medicare Advantage plans (formerly Medicare + 
Choice) are subject to regulation by the Secretary pursuant to sections 1 876(i)(8), 

1 90.5(m)(2)(A)(x), and 1 852(j)(4) of the Act (respectively), in lieu of being subject to 
sections 1 128A(b)(l)-(2). See OIG letter regarding hospital-physician incentive plans for 
Medicare and Medicaid beneficiaries enrolled in managed care plans (dated August 19, 

1 999). available at htlri:. big.hhs.ao\ /fraud docs 'alertsandbulletins iisletter.htm. See also 
42 C.F.R. § 41 7.479 (Medicare HMOs or competitive medical plans); 42 C.F.R. § 422.208 
(Medicare Advantage plans); 42 C.F.R. § 438.6 (Medicaid risk plans). 
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transparency of the incentives for specific actions and specific procedures has also 
facilitated accountability through the medical-legal professional liability system. 

Second , the Requestors have proffered credible medical support for the position that 
implementation of the recommendations does not adversely affect patient care. The 
Arrangement has been periodically reviewed by the Requestors to confirm that the 
Arrangement does not have an adverse impact on clinical care.'° 

Third , the amounts to be paid under the Arrangement have been based on all procedures 
regardless of the patients’ insurance coverage, subject to the cap on payment for Federal 
health care program procedures. Moreover, the procedures to which the Arrangement 
applies have not been disproportionately performed on Federal health care program 
beneficiaries. Additionally, the cost savings have been calculated based on the Hospital’s 
actual out-of-pocket acquisition costs, not an accounting convention. 

Fourth , the Arrangement has protected against inappropriate reductions in services by 
utilizing objective historical and clinical measures to establish baseline thresholds beyond 
which no savings accrue to the Cardiology Groups. The Requestors have certified that 
these baseline measures have been reasonably related to the Hospital’s or comparable 
hospitals’ practices and patient populations. ITicse safeguards have been action-specific 
and not simply based on isolated patient outcome data unrelated to the specific changes in 
cardiac catheterization laboratory practices. 

Fifth , the product standardization portion of the Arrangement has further protected against 
inappropriate reductions in services by ensuring that individual physicians still have 
available the same selection of devices and supplies after implementation of the 
Arrangement as before. The Arrangement was designed to produce savings through 
inherent clinical and fiscal value and not from restricting the availability of devices and 
supplies. As described above, clinical criteria guided the Requestors’ process for selecting 
products to be standardized, and, to the extent eost considerations influenced selections 
from among products determined to be clinically safe and effective, the cost considerations 
were limited to prices available to the Hospital for the particular products. 


"*Wc have had the Arrangement reviewed by an independent medical expert who has 
concluded that the cost savings measures, as described in the advisory opinion request and 
supplemental submissions, should not adversely affect patient care. For purposes of this 
opinion, however, we rely solely on the Requestors’ certifications and nothing in this 
advisory opinion should be construed as an endorsement or conclusion as to the medical 
propriety of the specific activities being undertaken as part of the Arrangement. 
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Sixth , the Hospital and the Cardiology Groups have provided written disclosures of their 
involvement in the Arrangement to patients whose care might be affected by the 
Arrangement and have provided patients an opportunity to review the cost savings 
recommendations prior to admission to the Hospital (or, where pre-admission consent is 
impracticable, prior to consenting to the procedure). While we do not believe that, standing 
alone, such disclosures offer sufficient protection from program or patient abuse, effective 
and meaningfiil disclosures offer some protection against possible abuses of patient trust." 

Seventh , the financial incentives under the Arrangement have been reasonably limited in 
duration and amount. 

Eighth , because each of the Cardiology Groups distributes its profits to its members on a per 
capita basis, any incentive for an individual cardiologist to generate disproportionate cost 
savings is mitigated. 

Our decision not to impose sanctions on the Requestors in connection with the 
Arrangement is an exercise of our discretion and is consistent with our Special Advisory 
ffullctin on “Gainsharing Arrangements and CMPs for Hospital Payments to Physicians to 
Reduce or Limit Serv ices to Beneficiaries” (July 1999) (the “Special Advisory Bulletin”). 
We reiterate that the CMP applies to any payment by a hospital to a physician that is 
intended to induce the reduction or limitation of items or serv'ices to Medicare or Medicaid 
patients under the physician’s direct clinical care. ITie Arrangement is markedly different 
from “gainsharing” plans that purport to pay physicians a percentage of generalized cost 
savings not tied to specific, identifiable cost-lowering activities. Importantly, the 
Arrangement sets out the specific actions to be taken and ties the remuneration to the actual, 
verifiable cost savings attributable to those actions. Tliis transparency allows an assessment 
of the likely effect of the Arrangement on quality of care and ensures that the identified 
actions are the cause of the savings. 

“Gainsharing" plans can present substantial risks for both patient and program abuse - risks 
that are not present in the Arrangement. Given the limited duration and scope of the 
Arrangement, the safeguards provide sufficient protections against patient and program 
abuse. Other arrangements, including those that are more expansive in scope or less 
specific than the Arrangement, are likely to require additional or different safeguards. 


"Ordinarily, we would expect patient disclosures to be coupled with patient 
satisfaction surveys that closely monitor patient perceptions of their care. However, in the 
context of the Arrangement, which focuses on items and medications used in cardiac 
catheterization laboratory procedures, we believe that patient satisfaction surveys would not 
be effective. 
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B. The Anti-Kickback Statute 

The anti-kickback statute makes it a criminal olTcnsc knowingly and willfiilly to offer, pay, 
solieit, or receive any remuneration to induce or reward referrals of items or serviees 
reimbursable by a Federal health care program. See section 1 128B(b) of the Act. Wliere 
remuneration is paid purposefully to induce or reward referrals of items or services payable 
by a Federal health eare program, the anti-kickbaek statute is violated. By its terms, the 
statute ascribes criminal liability to parties on both sides of an impermissible “kickback” 
transaction. For purposes of the anti-kickback statute, “remuneration” includes the transfer 
of anything of value, directly or indirectly, overtly or covertly, in cash or in kind. 

The statute has been interpreted to eover any arrangement where one purpose of the 
remuneration was to obtain money for the referral of services or to induce further referrals. 
United Slates v. Kats . 871 F.2d 105 (9th Cir. 1989); United States v. Greber , 760 F.2d 68 
(.Id Cir.), cert, denied . 474 U.S. 988 (1985). Violation of the statute eonslitutes a felony 
punishable by a maximum fine of $25,000, imprisomnent up to five years, or both. 
Conviction will also lead to automatic exclusion from Federal health care programs, 
including Medicare and Medicaid. Where a parly eommils an act described in seetion 
1 128B(b) of the Act, the OIG may initiate administrative proceedings to impose civil 
monetary penalties on such party under section 1 128A(aK7) of the Act. The OIG may also 
initiate administrative proceedings to exclude .such party from the Federal health care 
programs under section 1 1 28(b)(7) of the Act. 

The Department of Health and Human Services has promulgated safe harbor regulations 
that define practices that are not subject to the anti-kickback statute because such practices 
would be unlikely to result in fraud or abuse. See 42 C.F.R. § 1 00 1 .952. The safe harbors 
set forth specific conditions that, if met, assure entities involved of not being prosecuted or 
sanctioned for the aiTangement qualifying for the safe harbor. However, safe harbor 
proteetion is afforded only to those arrangements that precisely meet all of the conditions 
set forth in the safe harbor. 

The .safe harbor for personal services and management contracts, 42 C.F.R. § 100 1 .952(d), is 
potentially applicable to the Arrangement. In relevant part for purposes of this advisory 
opinion, the personal services safe harbor requires that the aggregate compensation paid for 
the services be set in advance and eonsistent with fair market value in arm’s-length 
transactions. The Arrangement cannot fit in the safe harbor because the payment to be 
ow'cd the Cardiology Groups is to be calculated on a percentage basis, and thus the 
aggregate compensation is not set in advance. However, the absence of safe harlw 
protection is not fatal. Instead, the Arrangement must be subject to case-by-case evaluation. 
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Like any eompensation arrangement between a hospital and a physieian who admits or 
refers patients to such hospital, we are concerned that the Arrangement could be used to 
disguise remuneration from the Hospital to reward or induce referrals by the Cardiology 
Groups. Specifically, the Arrangement could encourage the cardiologists to admit Federal 
health care program patients to the Hospital, since the cardiologists receive not only their 
Medicare Part B professional fee, but also, indirectly, a share of the Hospital’s payment, 
depending on cost savings. In other words, the more procedures a cardiologist performs at 
the Hospital, the more money he or she is likely to receive under the Arrangement. 

Multiple-year gainsharing arrangements raise a particular concern, in that they can 
inappropriately carry over earlier-accomplished savings across years, effectively accounting 
for them more than once. The resulting unearaed duplicate payments can amount to 
unlawful kickbacks from hospitals to physicians, if accompanied by illicit intent. The 
annual rebasing method adopted by the Requestors removes earlier accomplished savings 
from the accounting and thereby avoids improper duplication of physician payments, 
reducing the accompanying risk of kickbacks. 

While we believe the Arrangement could result in illegal remuneration if the requisite intent 
to induce referrals were present, we will not impose sanctions in the particular 
circumstances presented here and as qualified below. 

First , the circumstances and safeguards of the Arrangement have reduced the likelihood that 
the Arrangement is being used to attract referring physicians or to increase referrals from 
existing physicians. Specifically, participation in the Arrangement has been limited to 
cardiologists already on the medical staff, thus limiting the likelihood that the Arrangement 
attracts other cardiologists. In addition, the potential savings derived from procedures for 
Federal health care program beneficiaries have been capped based on the physicians’ prior 
year’s admissions of Federal health care program beneficiaries. The period for which 
payments arc calculated has been limited to one year (and the Arrangement is rebased 
annually as described above), and the overall amount of available cost savings payments 
over the entire three-year term of the contract has been capped, reducing any incentive to 
switch facilities. Finally, admissions have been monitored for changes in severity, age, or 
payor. Thus, while the incentive to refer has not necessarily eliminated, it has been 
substantially reduced. 

Second , the structure of the Arrangement has eliminated the risk that the Arrangement is 
used to reward cardiologists or other physicians who refer patients to the Cardiology 
Groups, or their cardiologists. The Cardiology Groups have been the sole participants in the 
Arrangement and are composed entirely of cardiologists; no surgeons or other physicians 
are members of the Cardiology Groups or shiue in their profit distributions. Within the 
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Cardiology Groups, profits are distributed to their members on a per capita basis, mitigating 
any incentive for an individual cardiologist to generate disproportionate cost savings. 

Third , the Arrangement has set out with specificity the particular actions that generate the 
cost savings on which the payments are based. The recommendations in the Executive 
Summary have represented a change in catheterization laboratory practice, for which the 
cardiologist is responsible and has liability exposure. The product standardization, 
limitation on use of vaseular closure deviee.s, and product substitution have each carried 
some increased liability risk for the physicians. It is not unreasonable for the cardiologists 
to receive compensation for the increased risk from the change in practice. Moreover, tlie 
payments to be made represent portions of three years’ worth of cost savings and have been 
limited in amount (i.e. . the rebasing and aggregate cap), duration t i.e. . the limited contract 
term), and scope (i.e. . the total savings that can be achieved from the implementation of any 
one recommendation are limited by appropriate utilization levels). Tlic payments under the 
Arrangement do not appear unreasonable, given, among other things, the nature of the 
actions that have been required of the physicians to implement the thirty recommended 
actions, the specificity of the payment fonnula, the annual rebasing, and the cap on total 
remuneration to the Cardiology Groups.'^ We caution that payments of 50% of cost savings 
in other arrangements, including multi-year arrangements or arrangements with generalized 
cost savings formulae, could well lead to a dilTerent result. 

In light of these circumstances and safeguards, the Arrangement poses a low risk of fraud or 
abuse under the anti-kickback stamte. 

HI. CONCLUSION 

Notwithstanding the foregoing, we reiterate our concerns regarding many arrangements 
between hospitals and physicians to share cost savings. Improperly designed or 
implemented arrangements risk adversely alTecting patient care and could be vehicles to 
disguise payments for refeirals. For example, an arrangement that cannot be adequately and 
accurately measured for quality of care would pose a high risk of fraud or abuse, as w ould 
one that rewards physicians based on overall cost savings without accountability for specific 
cost reduction measures. Moreover, arrangements structured so as to pose a heightened 
potential for patient steering and unfair competition would be considered suspect. In short, 
this opinion is predicated on the specific arrangement posed by the Requestors and is 


'’We are precluded by statute from opining on whether fair market value shall be or 
was paid for goods, services, or property. See 42 U.S.C. § 1320a-7d(b)(3)(A). While the 
Requestors certified that the payments under the Arrangement arc consistent w ith fair 
market value, we do not rely on that certification in this opinion, nor have we have made an 
independent fair market value as.sessment. 
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limited to that specific arrangement. Other apparently similar arrangements could rai.se 
different concerns and lead to a different result. 

Based on the infonnation provided and the totality of the facts as described and certified in 
your request for an advisory opinion and supplemental submissions, we conclude that: (i) 
the Arrangement could constitute an improper payment to induce reduction or limitation of 
services pursuant to sections 1 128A(b)(l)-(2) of the Act, but that the OIG would not impose 
sanctions under sections 1 1 28A(b)( I )-(2) on the Requestors in connection with the 
Arrangement; and (ii) the Arrangement could potentially generate prohibited remuneration 
under the anti-kickback statute, if the requisite intent to induce or reward referrals of 
Federal health care program business were present, but that the OIG would not impose 
administrative sanctions on the Requestors under sections 1 1 28(bK7) or 1 1 28A(a)(7) of the 
Act (as those sections relate to the commission of acts described in .section 1 1 28B(b) of the 
Act) in connection with the Arrangement. 

IV. LIMITATIONS 

fhe limitations applicable to this opinion include the following; 

• This advisory opinion is issued only to [names redacted], the requestors of this 
opinion. This advisory opinion has no application to, and cannot be relied upon by, 
any other individual or entity. 

• This advisory opinion may not be introduced into evidence in any matter involving 
an entity or individual that is not a requestor to this opinion. 

• This advisory opinion is applicable only to the statutory provisions specifically noted 
above. No opinion is expressed or implied herein with respect to the application of 
any other Federal, state, or liKal statute, rule, regulation, ordinance, or other law that 
may be applicable to the Arrangement, including, without limitation, the physician 
self-referral law, section 1 877 of the Act. 

• This advisory opinion will not bind or obligate any agency other than the U.S. 
Department of Health and Human Services. 

• This advisory opinion is limited in scope to the specific arrangement described in 
this letter and has no applicability to other arrangements, even those that appear 
similar in nature or scope. 
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• No opinion is expressed herein regarding the liability of any party under the False 
Claims Act or other legal authorities for any improper billing, claims submission, 
cost reporting, or related conduct. 

This opinion is also subject to any additional limitations set forth at 42 C.F.R. Part 1008. 

The OIG will not proceed against [names redacted] with respect to any action that is part of 
the Arrangement taken in good faith reliance upon this advisory opinion, as long as all of 
the material facts have been fully, completely, and accurately presented, and the 
Arrangement in practice comports with the information provided. The OIG reserves the 
right to reconsider the questions and issues raised in this advisory opinion and, where the 
public interest requires, to rescind, modify, or terminate this opinion. In the event that this 
advisory opinion is modified or terminated, the OIG will not proceed against [names 
redacted[ with respect to any action taken in good faith reliance upon this advisory opinion, 
where all of the relevant facts were ftilly, completely, and accurately presented, and where 
such action was promptly discontinued upon notification of the modification or termination 
of this advisory opinion. An advisory opinion may be rescinded only if the relevant and 
material facts have not been fully, completely, and accurately disclosed to the OIG. 

Sincerely, 

/Lewis Morris/ 

Lewis Morris 

Chief Counsel to the Inspector General 
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DEPARIMENT OF HEALTH & HI MAN SERMC ES 


Onirr of laiprcler Grorral 


D.C. 20201 


[IVe redact certain iJentifiing infonnation and certain potentially privileged, confidential, 
or proprietafy infonnation associated with the individual or entity, unless otherwise 
approved by the requestor.] 


Issued: October 6, 2008 

Posted: October 14, 2008 


Re: OIG Advisor} Opinion No. 08-15 
Ladies and Gentlemen: 

Wc arc writing in response to your request for an advisory opinion concerning an existing 
arrangement in which a hospital shares with groups of cardiologists a percentage of the 
hospital's cost savings arising from the cardiologists' implementation of a number of cost 
reduction measures in certain procedures (the “Arrangement"). The cost savings are 
measured based on the cardiologists' use of specific supplies during designated cardiac 
catheterization laboratory procedures. You have inquired whether the Arrangement 
constitutes grounds for sanctions arising under: (i) the civil monetary penalty for a 
hospital's payment to a physician to induce reductions or limitations of services to Medicare 
or Medicaid beneficiaries under the physician’s direct care, sections 1 128A(b)(l)-(2) of the 
Social Security Act (the “Act"); or (ii) the exclusion authority at section 1 128(b)(7) of the 
Act or the civil monetary penalty provision at section 1 128A(a)(7) of the Act, as those 
sections relate to the commission of acts described in section 1 128B(b) of the Act, the anti- 
kickback statute. 

You have certified that all of the information provided in your request, including all 
supplementary letters, is true and correct and constitutes a complete description of the 
relevant facts and agreements among the parties. 

In issuing this opinion, we have relied solely on the facts and information presented to us. 
We have not undertaken an independent investigation of such information. This opinion is 
limited to the facts presented. If material facts have not been disclosed or have been 
misrepresented, this opinion is without force and effect. 
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Based on the inl'ormalion provided and the totality of the facLs as described and certitled in 
your request for an advisory opinion and supplemental submissions, we conclude that: (i) 
the Arrangement could constitute an improper payment to induce reduction or limitation of 
services pursuant to sections 1 128A(b)(l)-(2) of the Act, but that the Office of Inspector 
General (“OIG”) would not impose sanctions on the requestors of this advisory opinion, 
[names redacted] (collectively the “Requestors”), in connection with the Arrangement; and 
(ii) the Arrangement could potentially generate prohibited remuneration under the anti- 
kickback statute, if the requisite intent to induce or reward referrals of Federal health care 
program business were present, but that the OIG would not impose administrative sanctions 
on the Requestors under sections 1 128(b)(7) or 1 l28A(a)(7) of the Act (as those sections 
relate to the commission of acts described in section 1 1 28B(b) of the Act) in connection 
with the Arrangement. 

This opinion may not be relied on by any persons other than the Requestors and is further 
qualified as set out in Part IV below and in 42 C.F.R. Part 1008. 

I. FACTUAL BAC KGROflND 

A. Parties 

The Hospital. (Name redacted] (the “Hospital”) is an acute care hospital in [city and state 
names redacted) that offers a broad range of inpatient and outpatient hospital sendees, 
including cardiac catheterization laboratory services. The Hospital is a participating 
provider in the Medicare and Medicaid programs. 

The Cardiology Groups. [Name redacted] (“Group A”) is a limited liability company that 
employs exclusively cardiologists who are duly licensed in the State of [state name 
redacted] and have active medical staff privileges at the Hospital. Group A refers patients 
to the Hospital for inpatient and outpatient hospital sendees. [Name redacted] (“Group B”) 
is another limited liability company that employs exclusively cardiologists who are duly 
licensed in the State of [stale name redacted] and have active medical staff privileges at the 
Hospital. Group B also refers patients to the Hospital for inpatient and outpatient hospital 
services (Group A and Group B are herein referred to, individually, as “a Cardiology 
Group” and, in combination, as “the Cardiology Groups”).' The Cardiology Groups 
perform nearly all of the cardiac catheterization laboratory sendees at the Hospital. 
Occasionally a case is completed by another group or by solo practitioners. 


'Groups A and B both have members who also practice at other hospitals in the 
region; however, the Hospital is the primary practice location for most of the cardiologists 
in Groups A and B. 
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The Program Administrator. The Hospital has engaged [name redacted] (the “Program 
Administrator”) to administer the Arrangement. The Program Administrator collects data 
and analyzes and manages the Arrangement.^ The Hospital pays the Program Administrator 
a monthly fixed fee certified by the Requestors to be fair market value in an arm’s-length 
transaction for services to be provided by the Program Administrator under the 
Arrangement. The fee is not tied in any way to cost savings or the Cardiology Groups’ 
compensation under the Arrangement. 

B. The Arrangement 

Under the Arrangement, the Hospital agrees to pay each Cardiology Group a share of three 
years of cost savings directly attributable to specific changes in that particular group’s 
cardiac catheterization laboratory practices. The Requestors have implemented the three- 
year Arrangement under which payments are owed to each of the Cardiology Groups at the 
end of each year (as described in greater detail below). The Cardiology Groups have 
initiated the specific changes in cardiac catheterization laboratory procedures and the 
Arrangement is still on-going. The Hospital has not paid amounts owed to the Cardiology 
Groups under the Arrangement, however, pending the outcome of this opinion.’ The 
Requestors have certified that the Hospital will make payments owed under the 
Arrangement should the Requestors receive a favorable advisory opinion. The Cardiology 
Groups arc the only physician practices participating in the Arrangement. 

To develop the Arrangement, the Program Administrator conducted a study of the historic 
practices of the Cardiology Groups at the Hospital’s cardiac catheterization laboratory and 
identified thirty specific cost savings opportunities. The results of the Program 
Administrator’s study and the specific cost savings opportunities were summarized in a 
drKument entitled. “Executive Summary [name redacted] Valueshare for Cardiology” (the 
“Executive Summary").^ The Hospital and the Cardiology Groups reviewed the Executive 
Summary for medical appropriateness and each adopted its recommendations and 
conclusions. 


‘The Program Administrator’s software product that measures cost, quality, and 
utilization on a national basis is certified by the American College of Cardiology. 

’Nonpayment of amounts owed pursuant to a contractual agreement does not, by 
itself, absolve patties from liability under the fraud and abuse laws. 


‘The Executive Summary is attached to this advisory opinion as Appendix A . 
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In general, ihe Executive Summary recommends that the Cardiology Groups change current 
cardiac catheterization laboratory practices to standardize use of medical devices and 
supplies and to curb the inappropriate use or waste of medical devices and supplies. The 
thirty recommendations can be roughly grouped into three categories. 

• Product Slandardiialion. For the first category, involving twenty-five 
recommendations, the Executive Summary recommends that the Cardiology Groups 
standardize the types of cardiac catheterization devices (stents, balloons, 
interventional guidewires and catheters, vascular closure devices, diagno.stic devices, 
pacemakers and defibrillators) they employ.* The Cardiology Groups are required to 
work in conjunction with the Hospital to evaluate and clinically review vendors and 
products. The Requestors have certified that they selected the preferred products 
eligible for payments under the Arrangement based on a process that first considered 
whether the products were clinically safe and effective. An assessment was then 
made whether the proposed standardization measures were appropriate on the basis 
of clinical criteria. Only thereafter did the Requestors consider cost. To the extent 
costs were a consideration, final .selections of vendors and products were made on 
the basis of prices available to the Hospital for those particular products. 

• "Use as needed" Devices. The second category, consisting of four 
recommendations, involves limiting the irse of specific vascular closure devices to an 
“as needed” basis (hereinafter, tlie “use as needed” recommendations) for coronary 
and peripheral interventional procedures and diagnostic procedures. Tlie Requestors 
certified that the cardiologists make patient-by-patient determinations as to whether 
the devices are clinically indicated, and that any resulting limitation in use of these 
devices does not adversely alTect patient care. The Requestors (urther certified that 
the specific vascular closure devices remain readily available in tlie procedure room. 

• Product Substitution . The third category involves a single recommendation to 
substitute, as appropriate, less costly anti-thrombotic medication for other products 
being used by the cardiologists (hereafter, the “product substitution”). This 
recommendation may have an appreciable clinical significance. The Requestors 
certified that the identified product substitution does not adversely impact patient 
care. 

The Arrangement contains several safeguards intended to protect against inappropriate 
reductions in services. Importantly, in connection with the product standardization, product 
sub.stitution, and use as needed recommendations, the Requestors certified that the 


*Wc note that the Executive Summary identifies with specificity the vendors and 
products at issue. 
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individual cardiologists make a palienl-by-patienl determination of the most appropriate 
device or supply, and the availability of the full range of devices and supplies is not 
compromised by the product standardization, product substitution, and use as needed 
recommendations. The Requestors further certified that individual physicians still have 
available the same selection of devices and medications after implementation of the 
Arrangement as before, and that the economies gained through the Arrangement result from 
inherent clinical and fiscal value and not from restricting the availability of devices and 
supplies. 

With respect to the use as needed recommendations for vascular closure devices, the 
Arrangement utilizes objective historical and clinical measures reasonably related to the 
practices and the patient population at the Hospital to establish “floors” beyond which no 
savings accrue to the Cardiology Groups. For example, according to the Requestors, 
vascular closure devices for peripheral interventional cases had previously been utilized at 
the Hospital on 40% of the cases specified under the Arrangement. The Program 
Administrator determined through analysis of national data that it would be reasonable to 
reduce the use of vascular closure devices on these cases to 1 5% of patients and that this 
reduction would not adversely impact patient care. Thus, the Cardiology Groups receive no 
share of any savings resulting from the reduction of use of vascular closure devices for 
peripheral intervention beyond the 15% floor. 

For the product substitution, no “floors” were set because substituting usage of the anti- 
thrombotic medication comported with national guidelines and other quality indicators. 
However to ensure that this reeommendation does not adversely alTeet the quality of care at 
the Hospital, the Program Administrator is tracking the Hospital’s performance of the 
covered cardiac procedures against quality indicators established by the American College 
of Cardiology (“ACC”) throughout the base years and contraet years. ( See infra definitions 
notes 6 and 7.) Aeeording to the Requestors, the ACC quality indieators, against which all 
of the Arrangement’s recommendations were evaluated, reflect objective hospital baselines. 
The indicators are action-specific and not simply based on isolated patient outcome data 
unrelated to speeifie changes in eatheterization lab praetices. I'he ACC indieators 
incorporate enough speeifieity to permit eorrelation of outeomes with eatheterization lab 
praetices. No cost sharing amounts arc allocated to the Cardiology Groups for procedures 
involving reductions in historical ACC quality indicators. 

According to the Program Administrator, if implemented in accordance with the F.xecutive 
Summary’s specifications, the thirty recommendations would present substantial cost 
savings opportunities for the Hospital without adversely impacting the quality of patient 
care. 
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Under the Arrangement, the Hospital intends to pay each of the Cardiology Groups 
separately for 50% of the yearly savings achieved by the particular group when 
implementing tlie thirty recommendations in the Executive Summary. At the end of each 
year of the three-year Arrangement, cost savings are calculated separately for each group 
and for each of the thirty recommendations: this precludes shifting of cost savings and 
ensures that savings generated by utilization beyond the set targets, as applicable, are not 
credited to the Cardiology Groups. 

The sum of all three annual payments to each Cardiology Group, when made, will constitute 
the entire compensation paid to the particular group for services performed under the 
contract memorializing the Arrangement between that Cardiology Group and the Hospital. 
The payment to each Cardiology Group will be calculated using the same formula. For 
purposes of calculating the payment to each Cardiology Group, the actual costs incurred for 
the items specified in the thirty recommendations when used by cardiologists in the 
particular Cardiology Group during the specified procedures (the “current year costs”*) are 
subtracted from the costs for the same items when used during comparable procedures in 
the respective base year (the “base year costs”’). The Requestors are rebasing the 
Arrangement at the end of each year so that the Cardiology Groups will not receive 
duplieate payments for savings achieved in prior years. Speeifically, at the end of the first 
year, the Requestors calculated the amounts owed to the Cardiology Groups as described 
above. The Requestors then reset the base year so that the first year of the Arrangement 
beeame the base year for the second year of the Arrangement. 'Hie same rebasing will 
oceur for the third year. This annual rebasing method removes earlier aecomplished savings 
from the accounting. 

The current year costs for each of the three years are adjusted to account for any 
inappropriate reductions in the use of items beyond the targets set in the Executive 


‘■f he term “current year costs” used here represents the actual costs incurred during 
caeh of the three twelve-month periods which comprise the Arrangement. Current year 
costs were calculated for year one of the Arrangement, recalculated for year two, and will 
be recalculated again for year three. 

’Figures for three successive “base years” have been calculated from historical costs 
during the twelve months immediately preceding the contracts’ year one, year two, and year 
three, respectively. For puiposes of this opinion, the Arrangement is limited to the three- 
year term of the contracts; accordingly, this opinion is without force and efl'ect with respect 
to any future renewal or extension of the Arrangement. Notwithstanding, we note that any 
renewal or extension of the Arrangement should incorporate updated current year and base 
year costs. 
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Summary. After receipt ofa favorable advisory opinion, year-end payments will separately 
be made to the groups for 50% of the difference between their respective adjusted current 
year costs and base year costs for the first, second, and third years, if any. Under the 
Arrangement, the Hospital is obligated to make these aggregate payments to the Cardiology 
Groups, both of which distribute profits among members on a per capita basis. 

Calculation of payments to the Cardiology Groups is subject to the following limitations: 

• If a physician’s volume of procedures payable by a Federal health care program in 
the current year exceeds the volume of like procedures payable by a Federal health 
care program performed in the base year which preceded it. there is no sharing of 
cost savings for the additional procedures. 

• To minimize the cardiologists’ financial incentive to steer more eostly patients to 
other hospitals, the case severity, ages, and payore of the patient population treated 
under the Arrangement are monitored by a committee composed of representatives 
of the Requestors, using generally-accepted standards. If significant changes from 
historical measures indicated that a cardiologist had altered his or her referral 
patterns in a manner beneficial to the Hospital as a result of the Arrangement, the 
cardiologist at issue would have been terminated from partieipation in the 
Arrangement, No cardiologists have been terminated. 

• The Executive Summary identified projected cost savings, and the aggregate of 
payments paid to each Cardiology Group, when made, will not exceed 50% of that 
group’s share of the projected cost savings identified in the initial base year. Each 
group will be compensated solely for its own savings under the Arrangement. 

The Hospital and the Cardiology Groups document the activities and the payment 
methodology under the Arrangement and will make the documentation available to the 
Secretary of the United States Department of Health and Human Services, upon request. In 
addition, the Hospital and the Cardiology Groups disclose the Arrangement to the patients, 
including the fact that the Cardiology Groups’ compensation is based on a percentage of the 
Hospital’s cost savings. The disclosure is made to the patient before the patient is admitted 
to the Hospital for a procedure covered by the Arrangement; if pre-admission disclosure is 
impracticable le.g. . the patient is admitted for an unscheduled procedure or the need for the 
procedure is detemrined after admission), the disclosure is made before the patient consents 
to the procedure. The disclosures are in writing, and patients have an opportunity, if they 
desire, to review details of the Arrangement, including the specific cost savings measures 
applicable to the patient’s procedure. 
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II. LEGAL ANALYSIS 

Programs like the Arrangement are designed to align incentives by offering physicians a 
portion of a hospital’s cost .savings in exchange for implementing cost .saving strategies. 
Under the current reimbursement system, the burden of these costs falls on hospitals, not 
physicians. Payments to physicians based on cost savings may be intended to motivate 
tliem to reduce hospital costs associated with procedures performed by physicians at the 
hospitals. 

Properly structured, arrangements that share cost savings can serve legitimate business and 
medical purposes. Specifically, properly structured arrangements may increase efficiency 
and reduce waste, thereby potentially increasing a hospital’s profitability. However, such 
arrangements can potentially influence physician judgment to the detriment of patient care. 
Our concerns include, but are not limited to, the following: (i) stinting on patient care; (ii) 
“cherry picking** healthy patients and steering sicker (and more costly) patients to hospitals 
that do not offer such arrangements; (iii) payments in exchange for patient referrals; and (iv) 
unfair competition (a “race to the bottom”) among hospitals offering cost savings programs 
to foster physician loyalty and to attract more referrals. 

Hospital cost savings programs in general, and the Arrangement in particular, may implicate 
at least three Federal legal authorities: (i) the civil monetary penalty for reductions or 
limitations of direct patient care services provided to Federal health care program 
beneficiaries, sections 1 128A(b)(l)-(2) of the Act; (ii) the anti-kickback statute, section 
1 128B(b) of the Act; and (iii) the physician self-referral law, section 1877 of the Act.* We 
address the first two of these authorities; section 1877 of the Act falls outside the scope of 
the OIG’s advisory opinion authority. We express no opinion on the application of section 
1 877 of the Act to the Arrangement. 

A. The C'ivil Monetary Penalty, .Sections 1 128.A(b)(l)-(2) of the Act 

Sections 1 128A(b)(l)-(2) of the Act establish a civil monetary penalty (“CMP”) against any 
hospital or critical access hospital that knowingly makes a payment directly or indirectly to 
a physician (and any physician that receives such a payment) as an inducement to reduce or 
limit items or services to Medicare or Medicaid beneficiaries under the physician’s direct 


*ln addition, nonprofit hospital arrangements raise issues of private inurement and 
private benefit under the Internal Revenue Service’s income tax regulations in connection 
with section 501(c)(3) of the Internal Revenue Code. Sec Rev. Rul. 69-383, 1969-2 C.B. 

113. We express no opinion on the application of the Internal Revenue Code to the 
Arrangement. 
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care. Hospitals that make (and physieians that receive) such payments are liable for CMPs 
of up to $2,000 per patient covered by the payments. See id. lliere is no requirement that 
the prohibited payment be tied to a specific patient or to a reduction in medically necessary 
care. The CMP applies only to reductions or limitations of items or services provided to 
Medicare and Medicaid fee-for-sen'ice beneficiaries.’ 

The CMP prohibits payments by hospitals to physicians that may induce physicians to 
reduce or limit items or services fiimished to their Medicare and Medicaid patients. A 
threshold inquiry is whether the Arrangement induces physicians to reduce or limit items or 
services. Given the specificity of the Arrangement, it is pos.sible to review the opportunities 
for savings individually and evaluate their potential impact on patient care. 

Having reviewed tlte thirty recommendations, we conclude that the recommendations 
implicated the CMP. Simply put, with respect to the recomtnendations under the 
Arrangement regarding the standardization of devices and supplies, the limitations on tlie 
use of va.scular closure devices, and product substitution of the anti-thrombotic medication, 
the Arrangement might induce physicians to reduce or limit the current medical practice at 
the Hospital. Wc recognize that the current medical practice may involve care that exceeds 
the requirements of medical necessity. However, whether the current medical practice 
reflects necessity or prudence is irrelevant for purposes of the CMP. 

In sum, we find that the CMP applies to the recommendations for the standardization of 
devices, limiting the use of vascular closure devices, and product substitution of the anti- 
thrombotic medication. Notwithstanding, the Arrangement has several features that, in 
combination, provide sufficient safeguards so that we would not seek sanctions agaiast the 
Requestors under sections 1 128A(b)(l)-(2) of the Act. 

First , the specific cost-saving actions and resulting savings have been clearly and separately 
identified. The transparency of the Arrangement has allowed for public scrutiny and 
individual physician accountability for any adverse effects of the Arrangement, including 
any difference in treatment among patients ba.sed on nonclinical indicators. Tlte 


’Physician incentive arrangements related to Medicare risk-based managed care 
contracts, similar Medicaid contracts, and Medicare Advantage plans (formerly Medicare + 
Choice) are subject to regulation by the Secretary pursuant to sections 1 876(i)(8), 

1 90.5(m)(2)(A)(x), and 1 852(j)(4) of the Act (respectively), in lieu of being subject to 
sections 1 128A(b)(l)-(2). See OIG letter regarding hospital-physician incentive plans for 
Medicare and Medicaid beneficiaries enrolled in managed care plans (dated August 19, 

1 999). available at htlri:. big.hhs.ao\ /fraud docs 'alertsandbulletins iisletter.htm. See also 
42 C.F.R. § 41 7.479 (Medicare HMOs or competitive medical plans); 42 C.F.R. § 422.208 
(Medicare Advantage plans); 42 C.F.R. § 438.6 (Medicaid risk plans). 
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transparency of the incentives for specific actions and specific procedures has also 
facilitated accountability through the medical-legal professional liability system. 

Second , the Requestors have proffered credible medical support for the position that 
impletnentation of the recommendations does not adversely affect patient care. The 
Arrangement has been periodically reviewed by the Requestors to confirm that the 
Arrangement does not have an adverse impact on clinical care.'° 

Third , the amounts to be paid under the Arrangement have been based on all procedures 
regardless of the patients’ insurance coverage, subject to the cap on payment for Federal 
health care program procedures. Moreover, the procedures to which the Arrangement 
applies have not been disproportionately performed on Federal health care program 
beneficiaries. Additionally, the cost savings have been calculated based on the Hospital's 
actual out-of-pocket acquisition costs, not an accounting convention. 

Fourth , the Arrangement has protected against inappropriate reductions in sers ices by 
utilizing objective historical and clinical measures to establish baseline thresholds beyond 
which no savings accrue to the Cardiology Groups. The Requestors have certified that 
these baseline measures have been reasonably related to the Hospital’s or comparable 
hospitals’ practices and patient populations. Iliesc safeguards have been action-specific 
and not simply based on isolated patient outcome data unrelated to the specific changes in 
cardiac catheterization laboratory practices. 

Fifth , the product standardization portion of the Arrangement has further protected against 
inappropriate reductions in services by ensuring that individual physicians still have 
available the same selection of devices and supplies after implementation of the 
Arrangement as before. Hie Arrangement was designed to produce savings through 
inherent clinical and fiscal value and not from restricting the availability of devices and 
supplies. As described above, clinical criteria guided the Requestors’ process for selecting 
products to be standardized, and, to the extent cost considerations influenced selections 
from among products determined to be clinically safe and effective, the cost considerations 
were limited to prices available to the Hospital for the particular products. 


"*We have had the Arrangement reviewed by an independent medical expert who has 
concluded that the cost savings measures, as described in the advisory opinion request and 
supplemental submissions, should not adversely affect patient care. For purposes of this 
opinion, however, we rely solely on the Requestors’ certifications and nothing in this 
advisory opinion should be construed as an endorsement or conclusion as to the medical 
propriety of the specific activities being undertaken as part of the Arrangement. 
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Sixth , the Hospital and the Cardiology Groups have provided written disclosures of their 
involvement in the Arrangement to patients whose care might be affected by the 
Arrangement and have provided patients an opportunity to review the cost savings 
recommendations prior to admission to the Hospital (or, where pre-admission consent is 
impracticable, prior to consenting to the procedure). While we do not believe that, standing 
alone, such disclosures offer sufficient protection from program or patient abuse, effective 
and meaningfiil disclosures offer some protection against possible abuses of patient trust." 

Seventh , the financial incentives under the Arrangement have been reasonably limited in 
duration and amount. 

Eighth , because each of the Cardiology Groups distributes its profits to its members on a per 
capita basis, any incentive for an individual cardiologist to generate disproportionate cost 
savings is mitigated. 

Our decision not to impose sanctions on the Requestors in connection with the 
Arrangement is an exercise of our discretion and is consistent with our Special Advisory 
ffullctin on “Gainsharing Arrangements and CMPs for Hospital Payments to Physicians to 
Reduce or Limit Serv ices to Beneficiaries” (July 1999) (the “Special Advisory Bulletin”). 
We reiterate that the CMP applies to any payment by a hospital to a physician that is 
intended to induce the reduction or limitation of items or services to Medicare or Medicaid 
patients under the physician’s direct clinical care. ITie Arrangement is markedly different 
from “gainsharing” plans that purport to pay physicians a percentage of generalized cost 
savings not tied to specific, identifiable cost-lowering activities. Importantly, the 
Arrangement sets out the specific actions to be taken and ties the remuneration to the actual, 
verifiable cost savings attributable to those actions. Tliis transparency allows an assessment 
of the likely effect of the Arrangement on quality of care and ensures that the identified 
actions are the cause of the savings. 

“Gainsharing" plans can present substantial risks for both patient and program abuse - risks 
that are not present in the Arrangement. Given the limited duration and scope of the 
Arrangement, the safeguards provide sufficient protections against patient and program 
abuse. Other arrangements, including those that are more expansive in scope or less 
specific than the Arrangement, are likely to require additional or different safeguards. 


"Ordinarily, we would expect patient disclosures to be coupled with patient 
satisfaction surveys that closely monitor patient perceptions of their care. However, in the 
context of the Arrangement, which focuses on items and medications used in cardiac 
catheterization laboratory procedures, we believe that patient satisfaction surveys would not 
be effective. 
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B. The Anti-Kickback Statute 

The anti-kickback statute makes it a criminal olTense knowingly and willfully to offer, pay, 
solicit, or receive any remuneration to induee or reward referrals of items or services 
reimbursable by a Federal health care program. See section 1 128B(b) of the Aet. Where 
remuneration is paid purposefully to induce or reward referrals of items or services payable 
by a Federal health care program, the anti-kickback statute is violated. By its terms, the 
statute ascribes criminal liability to parties on both sides of an impermissible “kickback” 
traasaction. For puiposes of the anti-kickback statute, “remuneration” includes the transfer 
of anything of value, directly or indirectly, overtly or covertly, in cash or in kind. 

The statute has been interpreted to cover any arrangement where one purpose of the 
remuneration was to obtain money for the referral of seiv'ices or to induce further referrals. 
United States v. Kats . 871 F.2d 105 (9th Cir. 1989); United States v. Greber . 760 F.2d 68 
(.5d Cir.), cert, denied . 474 U.S. 988 (1985). Violation of the statute constitutes a felony 
punishable by a maximum fine of $25,000, imprisonment up to five years, or both. 
Conviction will also lead to automatic exclusion from Federal health care programs, 
including Medicare and Medicaid. Where a party commits an act described in section 
1 1 28B(b) of the Act, the OIG may initiate administrative proceedings to impose civil 
monetary penalties on such party under section 1 1 28 A(a)(7) of the Act. The OIG may also 
initiate administrative proceedings to exclude such party from the Federal health care 
programs under section 1 128(b)(7) of the Act. 

The Deparmient of Health and Human Services has promulgated safe harbor regulations 
that define practices that are not subject to the anti-kickback stamte because such practices 
would be unlikely to result in fraud or abuse. See42C.F.R.§ 1001.952. The safe harbors 
set forth specific conditions that, if met, assure entities involved of not being prosecuted or 
sanctioned for the arrangement qualifying for the safe harbor. However, safe harbor 
protection is afforded only to those arrangements that precisely meet all of the conditions 
set forth in the safe harbor. 

The safe harbor for personal seix ices and management contracts. 42 C.F.R. § 1 00 1 .952(d), is 
potentially applicable to the Arrangement. In relevant part for purposes of this advisory 
opinion, the personal sert'ices safe harbor requires that the aggregate compensation paid for 
the seiv'ices be set in advance and consistent with fair market value in arm’s-length 
uansactions. The Arrangement cannot fit in the safe harbor because the payment to be 
owed the Cardiology Groups is to be calculated on a percentage basis, and thus the 
aggregate compensation is not set in advance. However, the absence of safe harbor 
protection is not fatal. Instead, the Arrangement must be subject to case-by-case evaluation. 
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Like any compensation anrangement between a hospital and a physician who admits or 
refers patients to such hospital, we arc concerned that the Arrangement could be used to 
disguise remuneration from the Hospital to rew ard or induce referrals by the Cardiology 
Groups. Specifically, the Arrangement could encourage the cardiologists to admit Federal 
health care program patients to the Hospital, since the cardiologists receive not only their 
Medicare Part B professional fee, but also, indirectly, a share of the Hospital’s payment, 
depending on cost savings. In other words, the more procedures a cardiologist performs at 
the Hospital, the more money he or she is likely to receive under the Arrangement. 

Multiple-year gainsharing arrangements raise a particular concern, in that they can 
inappropriately carry over earlier-accomplished savings across years, effectively accounting 
for them more than once. The resulting unearned duplicate payments can amount to 
unlawful kickbacks from hospitals to physicians, if accompanied by illicit intent. The 
annual rebasing method adopted by the Requestors removes earlier accomplished savings 
from the accounting and thereby avoids improper duplication of physician payments, 
reducing the accompanying risk of kickbacks. 

While we believe the Arrangement could result in illegal remuneration if the requisite intent 
to induce referrals were present, we will not impose sanctions in the particular 
circumstances presented here and as qualified below. 

First , the circumstances and safeguards of the Arrangement have reduced the likelihood that 
the Arrangement is being used to attract referring physicians or to increase referrals from 
existing physicians. Specifically, participation in the Arrangement has been limited to 
cardiologists already on the medical staff, thus limiting the likelihood that the Arrangement 
attracts other cardiologists. In addition, the potential savings derived from procedures for 
Federal health care program beneficiaries have been capped based on the physicians’ prior 
year’s admissions of Federal health care program beneficiaries. The period for which 
payments arc calculated has been limited to one year (and the Arrangement is rebased 
annually as described above), and the overall amount of available cost savings payments 
over the entire three-year term of the contract has been capped, reducing any incentive to 
sw itch facilities. Finally, admissions have been monitored for changes in severity, age, or 
payor. Titus, while the incentive to refer has not necessarily eliminated, it has been 
substantially reduced. 

Second , the stmeture of the Arrangement has eliminated the risk that the Arrangement is 
used to reward cardiologists or other physicians who refer patients to the Cardiology 
Groups, or their cardiologists. The Cardiology Groups have been the sole participants in the 
Arrangement and are composed entirely of cardiologists; no surgeons or other physicians 
are members of the Cardiology Groups or share in their profit distributions. Witbin the 
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Cardiology Groups, profits are distributed to their members on a per capita basis, mitigating 
any incentive for an individual cardiologist to generate disproportionate cost savings. 

Third , the Arrangement has set out with specificity the particular actions that generate the 
cost savings on which the payments are based. The recommendations in the Executive 
Siunmary have represented a change in catheterization laboratory practice, for which the 
cardiologist is responsible and has liability exposure. The product standardization, 
limitation on use of vascular closure devices, and product substitution have each carried 
some increased liability risk for the physicians. It is not unreasonable for the cardiologists 
to receive compensation for the increased risk from the change in practice. Moreover, the 
payments to be made represent portions of three years’ worth of cost savings and have been 
limited in amount li.e. . the reba.sing and aggregate cap), duration (he., the limited contract 
term), and scope (he., the total savings that can be achieved from the implementation of any 
one recommendation are limited by appropriate utilization levels). Tire payments under the 
Arrangement do not appear unreasonable, given, among other things, the nature of the 
actions that have been required of the physicians to implement the thirty recommended 
actions, the specificity of the payment formula, the annual rebasing, and the cap on total 
remuneration to the Cardiology Groups.'^ Wc caution that payments of 50% of cost savings 
in other arrangements, including multi-year arrangements or arrangements witli generalized 
cost savings formulae, could well lead to a different result. 

In light of these circumstances and safeguards, the Arrangement poses a low risk of fraud or 
abuse under the anti-kickback statute. 

III. CONCLUSIO.N 

Notwithstanding the foregoing, we reiterate our concerns regarding many arrangements 
between hospitals and physicians to share cost savings. Improperly designed or 
implemented arrangements risk adversely affecting patient care and could be vehicles to 
disguise payments for referrals. For example, an arrangement that caimot be adequately and 
accurately measured for quality of care w ould pose a high risk of fraud or abuse, as would 
one that rewards physicians based on overall cost savings without accountability for specific 
cost reduction measures. Moreover, arrangements struemred so as to pose a heightened 
potential for patient steering and unfair competition would be considered suspect. In short, 
this opinion is predicated on the specific arrangement posed by the Requestors and is 


'"We are precluded by statute from opining on whether fair market value shall be or 
was paid for goods, services, or property. See 42 U.S.C. § 1320a-7d(b)(3)(A). While the 
Requestors certified that the payments under the Arrangement are consistent with fair 
market value, we do not rely on that certification in this opinion, nor have we have made an 
independent fair market value assessment. 
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limited to that specific arrangement. Other apparently similar arrangements could raise 
different concerns and lead to a different result. 

Based on the information provided and the totality of the facts as described and certified in 
your request for an advisory opinion and supplemental submissions, we conclude that: (i) 
the Arrangement could constitute an improper payment to induce reduction or limitation of 
services pursuant to sections 1 1 28A(b)( I )-(2) of the Act, but that the OfG would not impose 
sanctions under sections f 128A(b)(i)-(2) on the Requestors in connection with the 
Arrangement; and (ii) the Arrangement could potentially generate prohibited remuneration 
under the anti-kickback statute, if the requisite intent to induce or reward referrals of 
Federal health care program business were present, but that the OIG would not impose 
administrative sanctions on the Requestors under sections 1 128(b)(7) or I l28A(a)(7) of the 
Act (as those sections relate to the commission of acts described in section 1 1 28B(b) of the 
Act) in connection with the Arrangement. 

IV, LIMITATIONS 

The limitations applicable to this opinion include the following: 

• This advisory opinion is issued only to (names redacted], the requestors of this 
opinion. This advisory opinion has no application to, and cannot be relied upon by, 
any other individual or entity, 

• Tliis advisory opinion may not be introduced into evidence in any matter involving 
an entity or individual that is not a requestor to this opinion. 

• This advisory opinion is applicable only to the statutory provisions specifically noted 
above. No opinion is expressed or implied herein with respect to the application of 
any other Federal, state, or local statute, rule, regulation, ordinance, or other law that 
may be applicable to the Arrangement, including, without limitation, the physician 
self-referral law, section 1877 of the Act. 

• This advisory opinion will not bind or obligate any agency other than the U.S. 
Department of Health and Human Sertices. 

• This advisory opinion is limited in scope to the specific arrangement described in 
this letter and has no applicability to other arrangements, even those that appear 
similar in nature or scope. 
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• No opinion is expressed herein regarding the liability of any party under the False 
Claims Act or other legal authorities for any improper billing, claims submission, 
cost reporting, or related conduct. 

This opinion is also subject to any additional limitations set forth at 42 C.F.R. Part 1008. 

The OIG will not proceed against [names redacted] with respect to any action that is part of 
the Arrangement taken in good faith reliance upon this advisory opinion, as long as all of 
the material facts have been fully, completely, and accurately presented, and the 
Arrangement in practice comports with the information provided. The OIG reserves the 
right to reconsider the questions and issues raised in this advisory opinion and, where the 
public interest requires, to rescind, modify, or terminate this opinion. In the event that this 
advisory opinion is modified or terminated, the OIG will not proceed against [names 
redacted] with respect to any action taken in good faith reliance upon this advisory opinion, 
where all of the relevant facts were fully, completely, and accurately presented, and where 
such action was promptly discontinued upon notification of the modification or termination 
of this advisory opinion. An advisory opinion may be rescinded only if the relevant and 
material facts have not been fully, completely, and accurately disclosed to the OIG. 

Sincerely, 

/Lewis Morris/ 

Lewis Morris 

Chief Counsel to the Inspector General 
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DEPARTMENT OF HEALTH & HI MAN SERVICES 


Onice of lB«prcloi' Gooeral 


Wflvbiuxloii. D.C. 20201 


[ Ife redact certain identifying information and certain potentially privileged, confidential, 
or proprietary information associated with the individual or entity, unless otherwise 
approved by the requestor . ) 


Issued: November 25, 2008 

Posted: December 8, 2008 

To: Attached Distribution List 
Re: OIG Advisorj' Opinion No. 08-21 
Ladies & Gentlemen: 

We are writing in response to your request for an advisory opinion concerning an existing 
arrangement in which a hospital has agreed to share with four cardiology groups and one 
radiology group a percentage of the hospital's cost savings arising from the physicians’ 
implementation over two years of a number of cost reduction measures in certain cardiac 
catheterization procedures' (the “Arrangement”). The cost savings are measured based on 
the physicians’ use of specific medical devices and supplies during designated cardiac 
catheterization procedures. You have inquired whether the Arrangement constitutes 
grounds for sanctions arising under; (i) the civil monetary penalty for a hospital’s payment 
to a physician to induce reduction or limitation of services to Medicare or Medicaid 
beneficiaries under the physician’s direct care, sections 1 1 28 A(bX 1 )-(2) of the Serial 
Security Act (the “Act”); or (ii) the exclusion authority at section 1 128(b)(7) of the Act or 
the civil monetary penalty provision at section 1 1 28 A(a)(7) of the Aet, as those sections 
relate to the commission of acts described in section 1 128B(b) of the Act, the anti-kickback 
statute. 


'We note that the request refers to eardiae eatheterization laboratory and special 
procedures laboratory procedures, serviees, practices, ete. For purposes of this opinion, we 
will refer to them collectively as “cardiac catheterization" procedures, services, practices, 
etc. 
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You have certified that all of the information provided in your request, including ail 
supplementary letters, is true and correct and constitutes a complete description of the 
relevant facts and agreements among the parties. 

In issuing this opinion, we have relied solely on the facts and information presented to us. 
We have not undertaken an independent investigation of such information. This opinion is 
limited to the facts presented. If material facts have not been disclosed or have been 
misrepresented, this opinion is without force and effect. 

Based on the information provided and the totality of the facts as described and certified in 
your request for an advisory opinion and supplemental submissions, we conclude that: (i) 
the Arrangement could constitute an improper payment to indtice reduction or limitation of 
services pursuant to sections 1 128A(b)(l)-(2) of the Act, but that the Office of Inspector 
General (“OIG”) would not impose sanctions on the requestors of this advisory opinion, 
[names redacted] (collectively, the “Requestors”), in connection with the Arrangement; and 
(ii) the Arrangement could potentially generate prohibited remuneration under the anti- 
kickback statute, if the requisite intent to induce or reward referrals of Federal health care 
program business were present, but that the OIG would not impose administrative sanctions 
on the Requestors under sections 1 128(bX7) or 1 128A(a)(7) of the Act (as those sections 
relate to the commission of acts described in section 1 1 28B(b) of the Aet) in connection 
with the Arrangement. 

This opinion may not be relied on by any persons other than the Requestors and is further 
qualified as set out in Part IV below and in 42 C.I'.R. Part 1008. 

1. KACTHAI, BAC KtiROl Nl) 

A. Parties 

The Hospital. [Name redacted] (the “Hospital”) is an acute caie hospital in [city and state 
names redacted] that offers a broad range of inpatient and outpatient hospital services, 
including cardiac catheterization services. The Hospital is a participating provider in the 
Medicare and Medicaid programs. 

The Cardiology' Groups. [Name redacted[ is a limited liability company that employs 
exclusively cardiologists who are duly licensed in the State of [state name redacted] and 
have active medical staff privileges at the Hospital. [Name redacted] is a limited liability 
company that employs exclusively cardiologists who arc duly licensed in the State of [state 
name redacted] and have active medical staff privileges at the Hospital. [Name redacted] is 
a professional medical corporation that employs exclusively cardiologists who are duly 
licensed in the State of [state name redacted] and have active medical staff privileges at the 
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Hospital. [Name redacted] is a professional medical corporation that employs exclusively 
cardiologists who are duly licensed in the State of [state name redacted] who have active 
medical staff privileges at the Hospital. These practice groups are herein referred to, 
individually, as a "Cardiology Group” and, in combination, as the "Cardiology Groups.” 
The Cardiology Groups refer patients to the Hospital for inpatient and outpatient hospital 
services. Each Cardiology Group entered into a separate contract with the Hospital that set 
forth the projected savings opportunities available to that practice. 

The Radiolog)’ Croup. [Name redacted) (the "Radiology Group”) is a limited liability 
company that employs exclusively interventional radiologists who are duly licensed in the 
State of [state name redacted] and have active medical staff privileges at the Hospital. The 
Radiology Group refers patients to the Hospital for inpatient and outpatient hospital 
services. The Radiology Group entered into a separate contract with the Hospital that set 
fortli the projected savings opportunities available to the practice. 

In combination, the Cardiology Groups and the Radiology Group, herein referred to, 
individually, as a "Group” and, in combination, as the "Groups,” perform nearly all of the 
cardiac catheterization services at the Hospital.^ Occasionally a case is completed by 
another group or by solo practitioners. 

The Program Adminisiralor. The Hospital has engaged [name redacted] (the "Program 
Administrator”) to administer the Arrangement. The Progratn Administrator has collected 
data and analyzed and manages the Arrangement.’ The Hospital has paid the Program 
Administrator a monthly fixed fee certilled by the Requestors to be fair market value in an 
arm’s-length transaction for sers ices to be provided by the Program Administrator under the 
Arrangement. The fee has not been tied in any way to cost savings or the Groups' 
compensation under the Arrangement. 

B. The Arrangement 

Under the Arrangement, the Hospital has agreed to pay each Group a share of cost savings 
directly attributable to specific changes in that particular Group’s cardiac catheterization 


"The Groups have members who also practice at other hospitals in the region; 
however, the Hospital is the primary practice location for most of the physicians in the 
Groups. 

’ The Program Administrator has developed a software product that measures cost, 
quality, and utilization on a national basis. The product is certified by the American 
College of Cardiology. 
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practices over two years. The Requestors implemented the Arrangement - and the Groups 
began performance of the specific changes in cardiac catheterization practices - prior to 
requesting this advisory opinion. The Hospital has not paid amounts owed to the Groups 
under the Arrangement, however, pending the outcome of this opinion.'* Thus, we are 
treating the Arrangement as an existing arrangement for purposes of this advisory opinion. 
The Requestors have certified that the Hospital will make payments owed under the 
Arranganent upon receipt of a favorable advisory opinion. The Groups are the only 
physician practices participating in the Arrangement. 

To develop the Arrangement, the Program Administrator conducted a study of the historical 
practices of the Groups with respect to cardiac catheterization procedures performed at the 
Hospital and identified twenty-three specific cost savings opportunities. The Program 
Administrator summarized the results of its smdy and the specific cost savings opportunities 
in a document entitled. “EXECUTIVE SUMMARY [NAME REDACTED] 

VALUESHARE FOR CARDIOLOGY” (the “Executive Summary”).’ The Hospital and the 
Groups reviewed the Executive Summary for medical appropriateness and each adopted its 
recommendations and conclusions. 

In general, the Executive Summary recommended that the Groups change current cardiac 
catheterization practices to standardize their use of medical devices and supplies and to curb 
the inappropriate use or waste of medical devices and supplies. The Executive Summary 
identified twenty-seven specific recommendations that can be grouped roughly into the 
following tlirec categories.’ 

• Product Slandardizalion. For the first category, involving twenty-two 
recommendations, the Executive Summary recommended that the Groups 
standardize the types of cardiac catheterization devices and supplies (stents, balloons, 
interventional guidewires and catheters, vascular closure devices, diagnostic devices. 


^Nonpayment of amounts owed pursuant to a contractual agreement does not, by 
itself, absolve parties from liability under the fraud and abuse laws. 

’The Executive Sununary is attached to this advisory opinion as Aopcndix A . 

’While the Executive Summary contains twenty-three specific cost-savings 
opportunities, some of those opportunities include more than one recommendation and can 
therefore be classified in more than one category. Thus, the total number of 
recommendations exceeds the total number of cost-savings opportunities identified in the 
Executive Summary. 
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pacemakers, defibrillators and contrast agents) they employ.’ The Groups were 
required to work in conjunction with the Hospital to evaluate and clinically review 
vendors and products. The Requestors have certified that they selected the preferred 
products eligible for payments under the Arrangement based on a process tliat first 
considered whether the products were clinically safe and effective. An assessment 
was then made whether the proposed standardization measures were appropriate on 
the basis of clinical criteria. Only thereafter did the Requestors consider cost. To the 
extent costs were a consideration, final selections of vendors and products were 
made on the basis of prices available to the Hospital for those particular products. 

• "Use as needed" Devices. The second category, consisting of three 
recommendations, involved limiting the use of certain vascular closure devices and 
cutting balloons to an “as needed” basis (hereinafter, the “use as needed” 
recommendations) for coronary interventional and diagnostic procedures. The 
Requestors further certified that the specific vascular closure devices and cutting 
balloons remained readily available in the procedure room. 

• Product Siibsliliilions. The third category involved two recommendations to 
substitute, as appropriate, less costly contrast agents and anti-thrombotic medications 
for other products being irsed by the physicians (hereafter, the “product 
substitutions"). These recommendations may have an appreciable clinical 
significance. The Requestors certified that neither of the identified product 
substitutions adversely impacted patient care.* 

Tire Arrangement contained several safeguards intended to protect against inappropriate 
reductions in services. Importantly, with respect to the product standardization, use as 
needed recommendations, and product substitution, the Requestors certified that the 
individual physicians made a patient-by-patient determination of the most appropriate 
device or supply and the availability of the full range of devices and supplies was not 
compromised by the product standardization, use as needed recommendations, or product 
substitution. Ilic Requestors have further certified that individual physicians still had 
available the same selection of devices and supplies after implementation of the 
Arrangement as before, and that the economies gained through the Arrangement resulted 


’We note tliat the Executive Summary identified with specificity the vendors and 
products at issue. 


'The Executive Summary identified with specificity the product substitutions. 
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from inherent clinical and fiscal value and not from restricting the availability of devices 
and supplies. 

With respect to the use as needed recommendations and the product substitutions, the 
Arrangement utilized objective historical and clinical measures reasonably related to the 
practices and the patient population at the Hospital, and in some cases, national averages to 
establish “floors" beyond which no savings accrued to any Group. For example, according 
to the Requestors, diagnostic vascular closure devices had previously been utilized at the 
Hospital on 88% of the cases specified under the Arrangement. The Program Administrator 
determined through analysis of national data that it would be reasonable to reduce the use of 
diagnostic vascular closure devices on these cases to 37% of coronary patients and that this 
reduction would not adversely impact patient care. Thus, the Groups receive no share of 
any savings resulting from the reduction of use of diagnostic vascular closure devices 
beyond the 37% floor. 

With regard to the product substitution of contrast agents, the Program Administrator 
identified national averages and historical patterns of use at the Hospital or at hospitals with 
comparable practices and patient populations and established quality thresholds beyond 
which no cost savings will be credited. The txccutivc Summary indicated that certain less 
expensive contrast agents could be used in 68% of the cases without an adverse impact on 
patient care. Accordingly, any savings from using a less expensive contrast agent in more 
than 68% of the cases will not be credited to the Groups. 

For the product substitution of anti-thrombotic medications, no “floors” were set because 
substituting usage of the medications comported with national guidelines and other quality 
indicators. However, to ensure that this recommendation did not adversely affect the 
quality of care at the Flospital, the Program Administrator tracked the Hospital’s 
performance of the covered cardiac catheterization procedures against tlie quality indicators 
established by the American College of Cardiology (“ACC”) throughout the base years and 
contract years. (See infra definitions notes 9 and 10.) According to the Requestors, the 
ACC quality indicators, against which all of the Arrangement’s recommendations were 
evaluated, reflect objective hospital baselines, fhe indicators arc action-specific and not 
simply based on isolated patient outcome data unrelated to specific changes in cardiac 
catheterization practices. The ACC indicators incorporate enough specificity to permit 
correlation of outcomes with cardiac catheterization practices. No cost sharing amounts are 
allocated to the Groups for procedures involving reductions in historical ACC quality 
indicators. 

According to the Program Administrator, to the extent implemented in accordance with the 
Executive Summary’s specifications, the twenty-seven recommendations presented 



303 


Page -7- OIG Advisory Opinion No. 08-2 1 

substantial cost savings opportunities for the Hospital without any adverse impact on the 
quality of patient care. 

Under the Arrangement, the Hospital intends to pay each of the Groups separately for 50% 
of the yearly savings achieved by the particular group w hen implementing the applicable 
recommendations in the Executive Summary. At the end of each year of the two-year 
Arrangement, cost savings were calculated separately for each Group for each of the 
applicable recommendations; this precluded shifting of cost savings and ensured that 
savings generated by utilization beyond the set targets, as applicable, were not credited to 
the Groups. 

The sum of the two annual payments to each Group, when made, will constitute the entire 
compensation paid to the particular Group for services perfonned under the contract 
memorializing the Arrangement between that Group and the Hospital. The payment to each 
Group will be calculated using the same formula. For purposes of calculating the payment 
to each Group, the actual costs incurred for the items specified in the applicable 
reeommendations when used by physieians of the particular Group during the specified 
procedures (the “current year costs"’) are subtracted from the historical costs for the same 
items when used during comparable procedures in the respective base year (the “base year 
costs”'**). The Requestors rebased the Arrangement at the end of the first year so that the 
Groups will not receive duplicate payments for savings achieved in the first year. 
Speeifically. at the end of the first year. Requestors calculated the amounts owed to the 
Groups as described above. The Requestors then reset the base year so that the first year of 
the Arrangement became the base year for the second year of the Arrangement. This annual 
rebasing method removed earlier accomplished savings from the accounting. 

The current year costs for each of the two years were adjusted to account for any 
inappropriate reductions in use of items beyond the targets set in the Executive Summary. 
After receipt of a favorable advisory opinion, year-end payments will be made to the 


’The tenn “current year costs” used here represents the actual costs incurred during 
each of the two twelve-month periods that comprise the Arrangement. Current year costs 
were calculated for year one of the Arrangement and recalculated at the start of year two. 

“Figures for tw o successive "base years” were calculated from historical costs during 
the twelve months immediately preceding the contracts’ year one, and year two, 
respectively. For puiposes of this opinion, the Arrangement is limited to the two year term 
of the eontraets; aceordingly, this opinion is without foree and effeet with respect to any 
future renewal or extension of the Arrangement, Notwithstanding, we note that any renewal 
or extension of the Arrangement should incorporate updated current year and base year 
costs. 
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Groups for 50% of the difference between their respective adjusted current year costs and 
base year costs for the first and second years, if any. Under the Arrangement, the Hospital 
is obligated to make these aggregate payments to each Group, each of which distributes 
profits among members on a per capita basis. 

Calculation of payments to the Groups is subject to the following limitations: 

• If a physician’s volume of procedures payable by a Federal health care program in 
the current year exceeded the volume of like procedures payable by a Federal health 
care program performed in the base year which preceded it, there is no sharing of 
cost savings for the additional procedures. 

• To minimize the physicians’ financial incentive to steer more costly patients to other 
hospitals, the case severity, ages, and payors of the patient population treated under 
the Arrangement were monitored by a committee composed of representatives of the 
Requestors, using generally-accepted standards. If significant changes from 
historical measures indicated that a physician had altered his or her referral patterns 
in a manner beneficial to the Hospital as a result of the Arrangement, the physician at 
issue would have been tenninated from participation in the Arrangement. No 
physicians were tenninated. 

• The Executive Summary identified projected cost savings, and the aggregate of 
payments paid to each Group, when made, will not exceed 50% of the Group’s share 
of the projected cost savings identified in the initial base year. Each Group will be 
compensated solely for its own savings under the Arrangement. 

The Hospital and the Groups documented the activities and the payment methodology under 
the Arrangement and will make the documentation available to the Secretary of the United 
States Department of Health and Human Services, upon request. In addition, the Hospital 
and tlie Groups disclosed the Arrangement to the patients, including the fact that the 
Groups’ compensation was based on a percentage of the Hospital’s cost savings. The 
disclosure was made to the patient before the patient was admitted to the Hospital for a 
procedure covered by the Arrangement; if pre-admission disclosure was impracticable (e.g. . 
the patient was admitted for an unscheduled procedure or the need for the procedure was 
determined after admission), the disclosure was made before the patient consented to the 
procedure. The disclosures were in writing, and each patient had an opportunity, if they 
desired, to review details of the Arrangement, including the specific cost savings measures 
applicable to the patient’s procedure. 
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Programs like the Arrangement are designed to align incentives by offering physicians a 
portion of a hospital's cost savings in exchange for implementing co.st saving strategies. 
Under the current reimbursement system, the burden of these costs falls on hospitals, not 
physicians. Payments to physicians based on cost savings may be intended to motivate 
them to reduce hospital costs associated with procedures performed by physicians at the 
hospitals. 

Properly structured, arrangements that share cost savings can serve legitimate business and 
medical purposes. Specifically, properly structured arrangements may increase efficiency 
and reduce waste, thereby potentially increasing a hospital’s profitability. However, such 
arrangements can potentially influence physician judgment to the detriment of patient care. 
Our concerns include, but arc not limited to, the following: (i) stinting on patient care; (ii) 
“cherry picking” healthy patients and steering sicker (and more costly) patients to hospitals 
that do not offer such arrangements; (iii) payments in exchange for patient referrals; and (iv) 
unfair competition (a “race to the bottom”) among hospitals offering cost savings programs 
to foster physician loyalty and to attract more referrals. 

1 lospital cost savings programs in general, and the Arrangement in particular, may implicate 
at least three Federal legal authorities: (i) the civil monetary penalty for reductions or 
limitations of direct patient care services provided to Federal health care program 
beneficiaries, sections 1 128A(b)(l)-(2) of the Act; (ii) the anti-kickback statute, section 
1 128B(b)of the Act; and (iii) the physician self-referral law, section 1877 of the Act." We 
address the first two of these authorities; section 1877 of the Act falls outside the scope of 
the OlG’s advisory opinion authority. Wc express no opinion on the application of section 
1877 of the Act to the Arrangement. 

A. The Civil Monetary Penalty, Sections 1 128A(b)(l)-(2) of the Act 

Sections 1 1 28A(b)( I )-(2) of the Act establish a civil monetary penalty (“CMP”) against any 
hospital or critical access hospital that knowingly makes a payment directly or indirectly to 
a physician (and any physician that receives such a payment) as an inducement to reduce or 
limit items or services to Medicare or Medicaid beneficiaries under the physician’s direct 


" In addition, nonprofit hospital arrangements raise issues of private inurement and 
private benefit under the Internal Revenue Service’s income tax regulations in connection 
with section 501(c)(3) of the Internal Revenue Code. See Rev. Rul. 69-383, 1969-2 C.B. 

1 13. We express no opinion on the application of the Internal Revenue Code to the 
Arrangement. 



306 


Page -10- OIG Advisory Opinion No. 08-21 

care. Hospitals that make (and physicians that receive) such payments are liable for CMPs 
of up to $2,000 per patient covered by the payments. See id. There is no requirement that 
the prohibited payment be tied to a specific patient or to a reduction in medically necessary 
care. The CMP applies only to reductions or limitations of items or services provided to 
Medicare and Medicaid fee-for-service beneficiaries.*^ 

The CMP prohibits payments by hospitals to physicians that may induce physicians to 
reduce or limit items or $er\'ices furnished to their Medicare and Medicaid patients. A 
threshold inquiry is whether the Arrangement induces physicians to reduce or limit items or 
services. Given the specificity of the Arrangement, it is possible to review the opportunities 
for savings individually and evaluate their impact on patient care. 

Having reviewed the tw enty-seven recommendations, we conclude that all of the 
recommendations implicated the CMP. Simply put, with respect to the recommendations 
under the Arrangement regarding standardisation of devices and supplies, limiting use of 
specific vascular closure devices and cutting balloons, and substitution of contrast agent and 
anti-thrombotic medication, the Arrangement might induce physicians to reduce or limit the 
then-current medical practice at the Hospital. We recognize that the then-current medical 
practice may have involved care that exceeded the requirements of medical necessity. 
However, whether the current medical practice reflects necessity or prudence is irrelevant 
for purposes of the CMP. 

In sum, we find that the CMP applies to the recommendations for the product 
.standardization. limiting use of devices and supplies, and product substitution. 
Notwithstanding, the Arrangement has several features that, in combination, provide 
sufficient safeguards so that we would not seek sanctions against the Requestors under 
sections 1 l28A(b)(I)-(2) of the Act. 

First , the specific cost saving actions and resulting savings were clearly and separately 
identified. The transparency of the Arrangement allowx*d, and continues to allow, for public 

'^Physician incentive arrangements related to Medicare risk-based managed care 
contracts, similar Medicaid contracts, and Medicare Advantage plans (formerly Medicare + 
Choice) are subject to regulation by the Secretary pursuant to sections 1876(i)(8), 
1903(m)(2)(A)(x). and 1852(j)(4) of the Act (respectively), in lieu of being subject to 
sections 1 128A(b)(l)-(2). Sec OIG letter regarding hospital-physician incentive plans for 
Medicare and Medicaid beneficiaries enrolled in managed care plans (dated August 19, 
1999). available at http: big. hhs. gov fraud docs alcrtsandbullctins aslcttcr.htm. Sec also 
42 C.F.R. § 417.479 (Medicare HMOs or competitive medical plans); 42 C.F.R. § 422.208 
(Medicare Advantage plans); 42 C.F.R. § 438.6 (Medicaid risk plans). 
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scrutiny and individual physician accountability for any adverse effects of the Arrangement, 
including any difference in treatment among patients based on nonclinical indicators. The 
transparency of the incentives for specific actions and specific procedures also facilitates 
accountability through the medical-legal professional liability sy.stem. 

Second , the Requestors have proffered credible medical support for the position that 
implementation of the recommendations did not adversely affect patient care. The 
Arrangement was periodically reviewed by the Requestors to confirm that the Arrangement 
was not having an adverse impact on clinical care.' 

Third , the amounts to be paid under the Arrangement have been calculated based on all 
procedures performed, regardless of the patients’ insurance coverage, subject to the cap on 
payment for Federal health care program procedures. Moreover, the procedures to which 
the Arrangement applied were not disproportionately performed on Federal health care 
program beneficiaries. Additionally, the cost savings have been calculated on the 
Hospital’s actual out-of-pocket acquisition costs, not an accounting convention. 

Fourth , the Arrangement protected against inappropriate reductions in services by utilizing 
objective historical and clinical measures to establish baseline thresholds beyond which no 
savings accrued to the Groups. The Requestors have certified that these baseline measures 
were reasonably related to tlie Hospital’s or comparable hospitals’ practices and patient 
populations. These safeguards were action-specific and not simply based on isolated patient 
outcome data unrelated to the specific changes in cardiac catheterization practices. 

Fifth , the product standardization portion of the Arrangement further protected against 
inappropriate reductions in services by ensuring that individual physicians still had 
available tlie same selection of devices and supplies after implementation of the 
Arrangement as before. The Arrangement was designed to produce savings through 
inherent clinical and fiscal value and not from restricting the availability of devices and 
supplies. As described above, clinical criteria guided the Requestors’ process for selecting 
products to be standardized, and, to the extent cost considerations infiueneed seleetions 


"We have had the Arrangement reviewed by an independent medical expert. The 
medical expert concluded that the cost savings measures, as described in the advisory 
opinion request and supplemental submissions, should not have adversely affected patient 
care. For purposes of this opinion, however, we rely solely on the Requestors’ certifications 
and nothing in this advisory opinion should be construed as an endorsement or conclusion 
as to the medical propriety of the specific activities being undertaken as part of the 
Arrangement. 
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from among products determined to be clinically safe and effective, the cost considerations 
were limited to prices available to the Hospital for the particular products. 

Sixth , the Hospital and the Groups provided written disclosures of their involvement in the 
Arrangement to patients whose care might have been affected by the Arrangement and 
provided patients an opportunity to review' the cost savings recommendations prior to 
admission to tlie Hospital (or. where pre-admission consent was impracticable, prior to 
consenting to the procedure). While we do not believe that, standing alone, such 
disclosures offer sufficient protection Irom program or patient abuse, effective and 
meaningful disclosure offers some protection against possible abuses of patient trust.''* 

Seventh , the financial incentives under the Arrangement were reasonably limited in duration 
and amount. 

fighlh . because each of the Groups distributes profits to its members on a per capita basis, 
any incentive for an individual physician to generate disproportionate eost savings was 
mitigated. 

Our deeision not to impose sanctions on the Requestors in connection with the Arrangement 
is an exereise of our discretion and is consistent W'ith our Special Advisory liulletin on 
“Gainsharing Arrangements and CMPs for Hospital Payments to Physicians to Reduce or 
Limit Services to Beneficiaries” (July 1999) (the “Special Advisory Bulletin”). We iterate 
that the CMP applies to any payment by a hospital to a physician that is intended to induce 
the reduction or limitation of items or services to Medicare or Medicaid patients under the 
physician’s direct clinical care. Ilic Arrangement is markedly different from “gainsharing” 
plans that purport to pay physicians a percentage of generalized cost savings not tied to 
specific, identifiable cost-lowering activities. Importantly, the Arrangement set out the 
specific actions to be taken and tied the remuneration to the actual, verifiable cost savings 
attributable to those actions. This transparency allowed an assessment of the likely effect of 
the Arrangement on quality of care and ensures that the identified actions arc the cause of 
any savings. 

“Gainsharing” plans can present substantial risks for both patient and program abuse - risks 
that were not present in the Arrangement. Given the limited duration and scope of the 
Arrangement, the safeguards provided sufficient protections against patient and program 


“Ordinarily, we would expect patient disclosures to be coupled with patient 
satisfaction surveys that closely monitor patient perceptions of their care. However, in the 
context of the Arrangement, which focuses on items used in cardiac catheterization 
procedures, we believe that patient satisfaction surv'cys would not be effective. 
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abuse. Other arrangements, including those that are longer in duration or more expansive in 
scope than the Arrangement, are likely to require additional or diil'erent safeguards. 

B. The Anti-Kickback Statute 

The anti-kickback statute makes it a criminal offense knowingly and willfully to offer, pay, 
solicit, or receive any remuneration to induce or reward referrals of items or sen^ices 
reimbursable by a Federal health care program. See section 1 128B(b) of the Act. Where 
remuneration is paid purposefully to induce or reward referrals of items or services payable 
by a Federal health care program, the anti-kickback statute is violated. By its tenns, the 
statute ascribes criminal liability to parlies on both sides of an impennissible “kickback” 
transaction. For purposes of the anti-kickback statute, “remuneration” includes the transfer 
of anything of value, directly or indirectly, overtly or covertly, in cash or in kind. 

ITic statute has been interpreted to cover any arrangement where one purpose of the 
remuneration was to obtain money for the referral of .services or to induce further referrals. 
United States v. Kats . 871 F.2d 105 (9lh Cir. 1989); United States v. Greber , 760 F-2d 68 
(3d Cir.), cert, denied . 474 U.S. 988 (1985). Violation of the statute constitutes a felony 
punishable by a maximum fine of $25,000, imprisonment up to five years, or botli. 
Conviction will also lead to automatic exclusion from Federal health care programs, 
including Medicare and Medicaid. Where a party commits an act described in section 
1 128B(b) of the Act, the OIG may initiate administrative proceedings to impose civil 
monetary penalties on such party under section 1 128A(a)(7) of the Act. The OIG may also 
initiate administrative proceedings to exclude such party from the Federal health care 
programs under section 1 128(b)(7) of the Act. 

The Department of Health and Human Services has promulgated safe harbor regulations 
that define practices that are not subject to the anti-kickback statute because such practices 
would be unlikely to result in fraud or abuse. See 42 C.F.R. § 1001.952. Ilie safe harbors 
set forth specific conditions that, if met, assure entities involved of not being prosecuted or 
sanctioned for the arrangement qualifying for the safe harbor. However, safe harbor 
protection is afforded only to those arrangements that precisely meet all of the conditions 
set forth in the safe harbor. 

The safe harbor for personal services and management contracts, 42 C.F.R. § 1001.952(d), 
is potentially applicable to the Arrangement. In relevant part for purposes of this advisory 
opinion, the personal services safe harbor requires that the aggregate compensation paid for 
the services be set in advance and consistent with fair market value in arm’s-length 
transactions. ITie Arrangement cannot fit in the safe harbor because the payment owed to 
the Groups was calculated on a percentage basis, and thus the aggregate compensation was 
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not set in advance. However, the absence of safe harbor protection is not fatal, histcad. the 
Arrangement must be subject to casc-by-casc evaluation. 

Like any compensation arrangement behveen a hospital and a physician who admits or 
refers patients to such hospital, w e are concerned that the Arrangement could be used to 
disguise remuneration from the Hospital to rew ard or induee referrals by the Groups. 
Specifically, the Arrangement eould encourage the physicians to admit Federal health eare 
program patients to the Hospital, since the physieians reeeive not only their Medicare Part B 
professional fee, but also, indirectly, a share of the Hospital’s payment, depending on cost 
savings. In other words, the more proeedures a physieian performs at the Hospital, the more 
money he or she is likely to receive under the Arrangement. 

Multiple-year gainsharing arrangements raise a particular concern, in that they can 
inappropriately cany over earlier-accomplished savings aeross years, effeetively accounting 
for them more than once. The resulting unearned duplicate payments can amount to 
unlawfiil kickbacks from hospitals to physicians, if accompanied by illicit intent. The 
annual rebasing method adopted by the Requestors removes earlier accomplished savings 
from the accounting and thereby avoids improper duplication of physieian payments, 
reducing the accompanying risk of kickbacks. 

While we believe the Arrangement could result in illegal remuneration if the requisite intent 
to induce referrals w ere present, we w ill not impose sanctions in the particular 
circumstances presented here and as qualified below. 

First , the eircumstances and safeguards of the Arrangement redueed the likelihood that the 
Arrangement has been used to attract referring physicians or to increase referrals from 
existing physicians. Specifically, participation in the Arrangement was limited to 
physicians already on the medical staff, thus limiting the likelihood that the Arrangement 
would attract other physicians. In addition, the potential savings derived from procedures 
for Federal health care program beneficiaries were capped based on the physicians’ prior 
year’s admissions of Federal health care program beneficiaries. The period for which 
payments have been calculated w as limited to one year (and the Arrangement was rebased 
at the end of the first year), and the overall amount of available cost savings payments over 
the entire two year term of the contract has been capped, reducing any incentive to switch 
facilities. Finally, admissions were monitored for changes in severity, age. or payor. Thus, 
while the incentive to refer w as not necessarily eliminated, it has been substantially 
reduced. 

Second , the structure of the Arrangement eliminated the risk that the Arrangement has been 
used to reward surgeons or other physicians who refer patients to the Groups or their 
physicians. The Groups were the sole participants in the Arrangement and were composed 
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entirely of cardiologists and inter\'entional radiologists; no surgeons or other physicians are 
members of the Groups or will share in their profit distributions. Within the Groups, profits 
are distributed to members on a per capita basis, mitigating any incentive for an individual 
physician to generate disproportionate cost savings. 

Third , the Arrangement set out with specificity the particular actions that generated the cost 
savings on which the payments will be based. The recommendations in the Executive 
Summary represented a change in cardiac catheterization practice, for which the physicians 
were responsible and had liability exposure. The product standardization, limitation on use 
of devices and supplies, and product substitution each carried some increased liability risk 
for the physicians. It is not unreasonable for the physicians to receive compensation for the 
increased risk from the change in practice. Moreover, the payments to be made represent 
portions of two years’ worth of cost sa\ ings and arc limited in amount ( i.e. . the rebasing and 
aggregate cap), duration (i.e. . the limited contract term), and scope (i.e. . the total savings 
that can be achieved from the implementation of any one recommendation are limited by 
appropriate utilization levels). The payments under the Arrangement do not appear 
unreasonable, given, among other things, the nature of the actions required of the physicians 
to have implemented the twenty-seven recommended actions, the specificity of the payment 
formula, and the cap on total remuneration to the Groups.'* We caution that payments of 
50% in other arrangements, including multi-year arrangements or arrangememts with 
generalized cost savings formulae, could well lead to a different result. 

In light of these circumstances and safeguards, the Arrangement poses a low' risk of fraud or 
abuse under the anti-kickback statute. 

III. fONfl.lISION 

Notwithstanding the foregoing, we iterate our concerns regarding many arrangements 
between hospitals and physicians to share cost savings. Improperly designed or 
implemented arrangements risk adversely affecting patient care and could be vehicles to 
disguise payments for referrals. For example, an arrangement that cannot be adequately and 
accurately mea,sured for quality of care w ould pose a high risk of fraud or abuse, as would 
one that rewards physicians based on overall cost savings without accountability for specific 
cost reduction measures. Moreover, arrangements structured so as to pose a heightened 


"We are precluded by statute from opining on whether fair market value shall be or 
was paid for goods, seix ices, or property. See 42 U.S.C. § 1 320a-7d(b)(3)(A). While the 
Requestors have certified that the payments under the Arrangement are consistent with fair 
market value, we do not rely on that certification in this opinion, nor have we have made an 
independent fair market value assessment. 
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polential for patient steering and unfair eompetition would be eonsidered suspect. In short, 
this opinion is predicated on the specific anangement posed by the Requestors and is 
limited to that specific arrangement. Other apparently similar arrangements could raise 
different concerns and lead to a different result. 

Based on the information provided and the totality of the facts as described and certified in 
your request for an advisory opinion and supplemental submissions, we conclude that: (i) 
the Arrangement could constitute an improper payment to induce reduction or limitation of 
services pursuant to sections 1 1 28A(b)( I )-(2) of the Act. but that the OIG would not impose 
sanctions on the Requestors in connection with the Arrangement: and (ii) the Arrangement 
could potentially generate prohibited remuneration under the anti-kickback statute, if the 
requisite intent to induce or reward referrals of Federal health care program business were 
present, but that the OIG would not impose admini.strative sanctions on the Rcque.stors 
under sections 1 1 28(b)(7) or 1 1 28 A(a)(7) of the Act (as those sections relate to the 
commission of acts described in section 1 1 28B(b) of the Act) in connection with the 
Arrangement. 

IV. LIMITATIONS 

The limitations applicable to this opinion include the following: 

• This advisory opinion is issued only to [names redacted], the requestors of this 
opinion. This advisory opinion has no application to. and cannot be relied upon by, 
any other individual or entity. 

• This advisory opinion may not be introduced into evidence in any matter involving 
an entity or individual that is not a requestor to this opinion. 

• Tliis advisory opinion is applicable only to the statutory provisions specifically noted 
above. No opinion is expressed or implied herein with respect to the application of 
any other Federal, state, or local statute, rule, regulation, ordinance, or other law that 
may be applicable to the Arrangement, including, w ithout limitation, the physician 
self-referral law, section 1877 of the Act. 

• This advisory opinion will not bind or obligate any agency other than the U.S. 
Department of Health and Human Services. 

• ITiis advisory opinion is limited in scope to the specific arrangement described in 
this letter and has no applicability to other arrangements, even those that appear 
similar in nature or scope. 
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• No opinion is expressed herein regarding the liability of any party under the False 
Claims Act or other legal authorities for any improper billing, claims submission, 
cost reporting, or related conduct. 

• This opinion is also subject to any additional limitations set forth at 42 C.F.R. Part 
1008. 

The OIG will not proceed against [names redacted] with respect to any action that is part of 
the Arrangement taken in good faith reliance upon this advisory opinion, as long as all of 
the material facts have been fully, completely, and accurately presented, and the 
Arrangement in practice comports with the information provided. The OIG re.serves the 
right to reconsider the questions and issues raised in this advisory opinion and, where the 
public interest requires, rescind, modify, or terminate this opinion. In the event that this 
advisory opinion is modifted or termirrated, the OIG will not proceed against [names 
redacted] with respect to any action taken in good faith reliance upon this advisory opinion, 
where all of the relevant facts were hilly, completely, and accurately presented, and where 
such action was promptly discontinued upon notification of the modification or termination 
of this advisory opinion. An advisory opinion may be rescinded only if the relevant and 
material facts have not been fully, completely, and accurately disclosed to the OIG. 


Sincerely, 

/Lewis Morris/ 

Lewis Morris 

Chief Counsel to the Inspector General 


[ Appendix A and Distribution List redacted] 



DEPARTMENT OF HEALTH & HI MAN SERMCES 


Ofn<r of Inspector G^ktoI 


\\’aib(BttoD. D.C. 20201 


[ We redact certain identifying information and certain potentially privileged, confidential, 
or proprietary information associated with the individual or entity, unless otherwise 
approved by the requestor. ] 


Issued: 

June 23, 2009 

Posted: 

June 30, 2009 

To: 

Attached Distribution List 

Re: 

OIG Advisorj' Opinion No. 09-06 


Ladies and Gentlemen: 

We are writing in response to your request for an advisory opinion concerning an existing 
arrangement in which a hospital has agreed to share with a cardiology group, a vascular 
surgical group, and an inters entional radiology group a percentage of the hospital’s cost 
savings arising from the physicians’ implementation of a number of cost-reduction 
measures in certain cardiac catheleri/ation prtK-edures' (the “Arrangement”). The cost 
savings arc measured based on the physicians’ use of specific medical devices and supplies 
during designated cardiac catheterization procedures. You have inquired whether the 
Arrangement constitutes grounds for sanctions arising under: (i) the civil monetary penalty 
for a hospital’s payment to a physician to induce the reduction or limitation of sers ices to 
Medicare or Medicaid beneficiaries under the physician’s direct care, sections 1 128A(bXl)- 
(2) of the Social Security Act (the “Act”); or (ii) the exclusion authority at section 
1 128(b)(7) of the Act or the civil monetary penalty provision at section 1 128A(a)(7) of the 
Act, as those sections relate to the commission of acts described in section 1 128B(b) of the 
Act, the anti-kickback statute. 


' The request refers to cardiac catheterization laboratory and special procedures laboratory 
procedures, sen ices, and practices. For purposes of this opinion, we will refer to these 
collectively as ’’cardiac catheterization procedures.” 



315 


Page 2 - OIG Advisory Opinion No, 09-06 

You have eeilified that all of the information provided in your request, including all 
supplemental submissions, is tme and correct and constitutes a complete description of the 
relevant facts and agreements among the parties. 

In issuing this opinion, we have relied solely on the facts and infonnation presented to us. 
We have not undertaken an independent investigation of such information. This opinion is 
limited to the facts presented. If material facts have not been disclosed or have been 
misrepresented, this opinion is without force and effect. 

Based on the facts certified in your request for an advisory opinion and supplemental 
submissions, we conclude that: (i) the Arrangement could constitute an improper payment 
to induce the reduction or limitation of services pursuant to sections 1 1 28A(b){ 1 )-(2) of the 
Act, but that the Office of Inspector General (“OIG”) would not impose sanctions on 
[names redactedj (collectively, the “Requestors”), in connection with the Arrangement; and 
(ii) the Arrangement could potentially generate prohibited remuneration under the anti- 
kickback statute, if the requisite intent to induce or reward referrals of Federal health cate 
program business were present, but that the OIG would not impose administrative sanctions 
on the Requestors under sections 1 128(bX7) or 1 128A(a)(7) of the Act (as those sections 
relate to the commission of acts described in section 1 1 28B(b) of the Act) in connection 
with the Arrangement. This opinion is limited to the Arrangement and, therefore, we 
express no opinion about any ancillary agreements or arrangements disclosed or referenced 
in your request for an advisory opinion or supplemental submissions. 

This opinion may not be relied on by any persons other than the Requestors and is further 
qualified as set out in Part IV below and in 42 C.F.R. Part 1008. 

I. FACTUAI. BAf KGROI ND 

A. Parties 

The Hospital At all times relevant to this advisory opinion, [name redacted] (the 
“I lospital”) was an acute care hospital in [city and state names redacted] that offered a 
broad range of inpatient and outpatient hospital services, including cardiac catheterization 
procedures, and was a participating provider in the Medicare and Medicaid programs.^ 

The Cardiology Group. [Name redacted[ (the “Cardiology Group") is a professional 
corporation that employs exclusively cardiologists who are duly licensed in the State of 
[state name redacted] and have active medical staff privileges at the Hospital. At all times 
relevant to this advisory opinion, the Cardiology Group referred patients to the Hospital for 

^ After the contract year (sec infra definition note 8), there was a restmeturing and the 
Hospital became an outpatient facility. 
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inpatient and outpatient hospital services. The Cardiology Group entered into a contract 
with the Hospital that set forth the projected savings opportunities available to it. 

The Iiilerventional Radiology Group. [Name redacted] (the “Interventional Radiology 
Group”) is a professional corporation that employs exclusively interventional radiologists 
who are duly licensed in the State of [slate name redacted] and have active medical staff 
privileges at the Hospital. At all times relevant to this advisory opinion, tire Interv'entional 
Radiology Group referred patients to the Hospital for inpatient and outpatient hospital 
services. The Interventional Radiology Group entered into a contract with the Hospital that 
set forth lire projected savings opportunities available to it. 

The Vascular Surgical Group. [Name redacted] (the “Vascular Surgical Group”) is a 
professional corporation that employs exclusively vascular surgeons who are duly licensed 
in the State of [state name redacted] and have active medical stalT privileges at the Hospital. 
At all times relevant to this advisory opinion, the Vascular Surgical Group referred patients 
to the I lospital for inpatient and outpatient hospital services. Hie Vascular Surgical Group 
entered into a contract with the Hospital that set forth the projected savings opportunities 
available to it. 

In combination, the Cardiology Group, the Interventional Radiology Group, and the 
Vascular Surgical Group, herein referred to, individually, as a “Group” and, collectively, as 
the “Groups,” perfonn nearly all of the cardiac catheterization procedures at the Hospital.’ 
Occasionally a procedure is performed by another group or by solo practitioners. 

The Program Administrator. The Hospital has engaged [name redacted] (the "Program 
Administrator”) to administer the Arrangement. The Program Administrator has collected 
data and analyzed and manages the Arrangement.'' Ihc Hospital paid the Program 
Administrator a monthly fixed fee certified by the Requestors to be fair market value in an 
arm’s-length transaction for services to be provided by the Program Administrator under the 
Arrangement. The fee was not tied in any way to cost savings or the Groups’ compensation 
under the Arrangement. 


’ Ihc Groups have members who also practice at other hospitals in the region; however, at 
all times relevant to this advisory opinion, the Hospital was the primary practice location for 
most of the physicians in the Groups. 

■' The Program Administrator has developed a software product that measures cost, quality, 
and utiliz.ation on a national basis. The product is certified by the American College of 
Cardiology (“ACC”). 
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B. The Arrangement 

Under the Arrangement, the Hospital has agreed to pay each Group a share of the cost 
savings directly attributable to specific changes in that particular Group's cardiac 
catheterization procedures. The Requestors implemented the Arrangement — and the 
Groups began performance of the specific changes in cardiac catheterization procedures 
prior to requesting this advisory opinion. Tlie Hospital lias not paid amounts owed to the 
Groups under the Arrangement, however, pending the outcome of this opinion.' Thus, we 
are treating the Arrangement as an existing arrangement for purposes of this advisory 
opinion. The Requestors liave certified that the Hospital will make payments owed under 
the Arrangement upon receipt of a favorable advisory opinion. The Groups arc the only 
physician practices participating in the Arrangement. 

To develop the Arrangement, the Program Administrator conducted a study of the historical 
practices of the Groups with respect to cardiac catheterization procedures perfonned at the 
Hospital and identified twenty-one specific cost-savings opportunities. The Program 
AdminisUator summarized the results of its study and the specific cost-savings 
opportunities in a document entitled, “EXECUTIVE SUMMARY [NAME REDACTED] 
VALUESHARE FOR CARDIOLOGY” (the “Executive Summary”).' The Flospital and the 
Groups reviewed the Executive Summary for medical appropriateness and each adopted its 
recommendations and conclusions. 

The Executive Summary identified twenty-one specific recommendations tliat can be 
grouped roughly into the category of product standardization. The Executive Summary 
recommended that the Groups change current cardiac catheterization procedures to 
standardize the types of cardiac catheterization devices and supplies (stents, balloons, 
inten'entional guidewires and catheters, vascular closure devices, diagnostic devices, 
pacemakers, and defibrillators) they employ.^ Hie Groups were required to work in 
conjunction with the Hospital to evaluate and clinically review vendors and products. The 
Requestors have certified tliat they selected the preferred products eligible for payments 
under the Arrangement based on a process that first considered whetlier the products were 
clinically safe and effective. An assessment was then made whether the proposed 
standardization measures were appropriate on the basis of clinical criteria. Only thereafter 


' Nonpayment of amounts owed pursuant to a contractual agreement does not, by itself, 
absolve parties from liability under the fraud and abuse laws. 

' llie Executive Summary is attached to this advisory opinion as Appendix A . 

’ Tlie Executive Summary identified with specificity the products at issue. 
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did the Requestors consider cost. To the extent costs were a consideration, final selections 
of vendors and products were made on the basis of prices available to the Hospital for those 
particular prtxfucts. 

The Arrangement contained several safeguards intended to protect against inappropriate 
reductions in services. Importantly, the Requestors certified that the individual physicians 
made a patient-by-patient determination of the most appropriate device or supply and the 
availability of the full range of devices and supplies was not compromised by the product 
standardi;tation. The Requestors have further certified that individual physicians still had 
available the same selection of devices and supplies after implementation of the 
Arrangement as before, and that the economies gained through the Arrangement resulted 
from inherent clinical and fiscal value and not from restricting the availability of devices 
and supplies. 

In addition, to ensure that the recommendations did not adversely affect the quality of cate 
at the Hospital, the Program Administrator tracked the Hospital’s perfonnance of the 
covered cardiac catheterization procedures against the quality indicators established by the 
ACC throughout the base year and contract year. (See infra definitions notes 8 and 9.) 
According to the Requestors, the ACC quality indicators, against which all of the 
Arrangement’s recommendations were evaluated, reflect objective hospital baselines. Tlie 
indicators are action-specific and not simply based on isolated patient outcome data 
unrelated to specific changes in cardiac catheterization procedures. The ACC indicators 
incorporate enough specificity to permit correlation of outcomes with cardiac 
catheterization procedures. The Hospital will not allocate any cost-sharing amounts to the 
Groups if the cardiac catheterization procedures performed by the Groups involve 
reductions in the Hospital’s quality as measured against the ACC quality indicators. 

According to the Program Administrator, to the extent implemented in accordance with the 
Executive Summary’s specifications, the twenty-one recommendations presented 
substantial cost-savings opportunities for the Hospital without any adverse impact on the 
quality of patient care. 

Under the Arrangement, the Hospital intends to pay each of the Groups separately for 50% 
of the savings achieved by the particular (iroup when implementing the applicable 
recommendations in the Executive Summary. At the end of the applicable year (the 
“contract year” *), cost savings were calculated separately for each Group for each of the 
applicable recommendations; this precluded shifting of cost savings and ensured that 


* The contract year was the twelve-month period for which the Groups will be compensated 
under the Arrangement. 
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savings generated by procedures involving reductions in historical ACC quality indicators 
were not credited to the Groups. 

The payments to each Group, when made, will constitute the entire compensation paid to 
the particular Group for services perfonned under the contract memorializing the 
Arrangement between that Group and the Hospital. The payment to each Group will be 
calculated using the same formula. For purposes of calculating the payment to each Group, 
the actual costs incurred during the contract year for the items specified in the applicable 
recommendations when used by physicians of the particular Group during the specified 
procedures (the "contract year costs”) arc subtracted from the historical costs for the same 
items when used during comparable procedures in the base year* (the "base year costs”'”). 

After receipt of a favorable advisory opinion, payments will be made to the Groups for 50% 
of the difference between their respective contract year costs and ba.se year costs, if any. 
Under the Arrangement, the Hospital is obligated to make aggregate payments to each 
Group, each of which distributes profits among members on a per capita basis. 

Calculation of payments to the Groups is subject to the following limitations: 

• If a physician’s volume of procedures payable by a Federal health care program in 
the contract year exceeded the volume of like procedures payable by a Federal health 
care program performed in the base year, there is no sharing of cost savings for the 
additional procedures. 

• To minimize the physicians’ financial incentive to steer more costly patients to other 
hospitals, the case severity, ages, and payors of the patient population treated under 
the Arrangement were monitored by a committee composed of representatives of the 
Requestors, using generally-accepted standards. If significant changes from 
historical measures indicated that a physician had altered his or her referral patterns 
in a manner beneficial to the Hospital as a result of the Arrangement, the physician at 
issue would have been terminated from participation in the Arrangement. No 
physicians were terminated. 


” The base year was the twelve-montli period immediately preceding the contract year. 

Figures for the base year costs were calculated from historical costs during the base year. 
For purposes of this opinion, the Arrangement is limited to the one-year term of the 
contracts; accordingly, this opinion is without force and effect with respect to any future 
renewal or extension of tlie Arrangement. Notwithstanding, we note that any renewal or 
extension of the Arrangement should incorporate updated ba,se year costs. 
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• The Executive Summary identified projected cost savings, and the aggregate of 
payments paid to each Group, when made, will not exceed 50% of the Group’s share 
of the pro jected cost savings identified in the base year. Each Group will be 
compensated solely for its own savings under the Arrangement. 

The Hospital and the Groups documented tlie activities and the payment methodology under 
the Arrangement and will make the documentation available to the Secretary of the United 
States DeparUnent of Health and Human Services, upon request. In addition, the Hospital 
and the Groups disclosed the Arrangement to die patients, including the fact that the 
Groups’ compensation was based on a percentage of the Hospital’s cost savings. Tlic 
disclosure was made to the patient before the patient was admitted to the Hospital for a 
procedure covered by the Arrangement; if pre-admission disclosure was impracticable (e.g. . 
die patient w as admitted for an unscheduled procedure or the need for the procedure was 
determined after admission), the disclosure was made before the patient consented to the 
procedure. Tlie diselosures were in wTiting, and each patient had an opportunity, if they 
desired, to review details of the Arrangement, including the specific cost-savings measures 
applicable to the patient’s procedure. 

II. LEGAL ANALYSIS 

Programs like the Arrangement are designed to align incentives by offering physicians a 
portion of a hospital’s cost savings in exchange for implementing cost-saving strategies. 
Under the current reimbursement system, the burden of these costs falls on hospitals, not 
physicians. Payments to physicians based on cost savings may be intended to motivate 
them to reduce hospital costs associated with procedures performed by physicians at the 
hospitals. 

Properly structured, arrangements that share cost savings can serve legitimate business and 
medical purposes. Specifically, properly sttuctured arrangements may increase ctficicncy 
and reduce waste, thereby potentially increasing a hospital’s profitability. However, such 
arrangements can potentially influence physician judgment to the detriment of patient care. 
Our concerns include, but are not limited to, the following: (i) stinting on patient care; (ii) 
“cherry picking” healthy patients and steering sicker (and more costly) patients to hospitals 
that do not offer such arrangements: (iii) payments in exchange for patient referrals; and (iv) 
unfair competition (a “race to the bottom") among hospitals offering co.st-savings programs 
to foster physician loyally and to attract more referrals. 

Hospital cost-savings programs in general, and the Arrangement in particular, may 
implicate at least three Federal legal authorities: (i) the civil monetary penalty for 
reductions or limitations of direct patient care services provided to Federal health care 
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program beneilciaries, sections 1 128A(b)(l)-(2) of the Act; (ii) the anti-kickback statute, 
section 1 1 28B(b) of the Act; and (iii) the physician self-referral law, section 1 877 of the 
Act." We address the first two of these authorities; section 1877 of the Act falls outside the 
scope of the OIG’s advisory opinion authority. We express no opinion on the application of 
section 1 877 of the Aet to the Arrangement. 

A. The Civil Monetary Penalty , .Sections 1 1 28A(h)( 1 )-(2) of the Act 

Sections 1 128A(b)(l)-(2) of the Act (“CMP”) establish a civil monetary penalty against any 
hospital or critical access hospital that knowingly makes a payment directly or indirectly to 
a physician (and any physician who receives such a payment) as an inducement to reduce or 
limit items or services to Medicare or Medicaid beneficiaries under the physician’s direct 
care. Hospitals that make (and physicians who receive) such payments arc liable for civil 
monetary penalties of up to $2,000 per patient covered by the payments. Sec id. There is 
no requirement that the prohibited payment be tied to a specific patient or to a reduction in 
medically necessary care. The CMP applies only to reductions or limitations of items or 
services provided to Medicare and Medicaid fee-for-serv ice beneficiaries." 

The CMP prohibits payments by hospitals to physicians that may induce physicians to 
reduce or limit items or scrt'iccs furnished to their Medicare and Medicaid patients. A 
threshold inquiry is whether the Arrangement induces physicians to reduce or limit items or 
services. Given the specificity of the Airangcracnt. it is possible to review the opportunities 
for savings individually and evaluate their impact on patient care. 


' ' In addition, nonprofit hospital arrangements raise issues of private inurement and private 
benefit under the Internal Revenue Sers'ice’s income tax regulations in connection with 
section 501(c)(3) of the Internal Revenue Code. See Rev. Rul. 69-383. 1969-2 C.B. 1 13. 
We express no opinion on the application of the Internal Revenue Code to the Arrangement. 

" Physician incentive arrangements related to Medicare risk-based managed care contracts, 
similar Medicaid contracts, and Medicare Advantage plans (formerly Medicare + Choice) 
arc subject to regulation by the Secretary pursuant to sections 1876(i)(8), 1903(m)(2)(A)(x), 
and I852(j)(4) of the Act (respectively), in lieu of being subject to sections 1 128A(b)(l)- 
(2). See OIG letter regarding hospital-physician incentive plans for Medicare and Medicaid 
beneficiaries enrolled in managed care plans (dated August 19, 1999), available at 
httD:/. oig.hhs.go\ fraud docs alcrtsandbullctins cslcttcr.htm. See also 
42 C.F.R. § 417.479 (Medicare HMDs or competitive medical plans); 42 C.F.R. § 422.208 
(Medicare Advantage plans); 42 C.F.R. § 438.6 (Medicaid risk plans). 
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Having reviewed Ihe IwenCy-one recommendations, we conclude that all of the 
recommendations implicated the CMP. Simply put, with respect to the recommendations 
under the Arrangement regarding standardization of devices and supplies, the Arrangement 
might induce physicians to reduce or limit the then-current medical practice at the Hospital. 
We recognize that the then-current medical practice may have involved eare that exceeded 
the requirements of medical necessity. However, whether the current medical practice 
rcllccts necessity or pnidcncc is irrelevant for purposes of the CMP. 

In sum, we find that the CMP applies to the recommendations for product standardization. 
Notwithstanding, the Arrangement has several features that, in combination, provide 
sufficient safeguards so that we would not seek sanctions against the Requestors under 
sections 1 1 28 A(bX 1 )-(2) of the Act. 

First , the specific cost-.saving actions and resulting savings were clearly and separately 
identified. The transpareney of the Arrangement allowed, and continues to allow, for public 
scrutiny and individual physician accountability for any adverse effects of the Arrangement, 
including any difference in treatment among patients based on nonclinical indicators. The 
transparency of the incentives for specific actions and specific procedures also facilitates 
accountability through the medical-legal professional liability system. 

Second , the Requestors have proffered credible medical support for the position that 
implementation of the recommendations did not adversely alTect patient care. The 
Arrangement was periodically reviewed by the Requestors to confirm that the Arrangement 
was not having an adverse impact on clinical care.'^ 

Third , the amounts to be paid under the Arrangement have been calculated based on all 
procedures performed, regardless of the patients’ insurance coverage, subject to the cap on 
payment for Federal health care program procedures. Moreover. Ihe procedures to which 
the Arrangement applied were not disproportionately performed on Federal health care 
program beneficiaries. Additionally, Ihe cost savings have been calculated on the 
Hospital's actual out-of-pocket acquisition costs, not an accounting convention. 


” Wc have had the Arrangement reviewed by an independent medical expert. The medical 
expert concluded that the cost-savings measures, as described in Ihe advisory opinion 
request and supplemental submissions, should not have adversely alfected patient care. For 
purposes of this opinion, however, we rely solely on the Requestors’ certifications, and 
nothing in this advisory opinion should be construed as an endorsement or conclusion as to 
the medical propriety of the specific activities being undertaken as part of the Arrangement. 
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Fourth , the Arrangement protected against inappropriate reductions in services by utilizing 
objective historical and clinical measures to establish baseline thresholds beyond which no 
savings accrued to the Groups. The Requestors have certified that these baseline measures 
were reasonably related to the Hospital’s or comparable hospitals’ practices and patient 
populations. These safeguards tvere action-specific and not simply based on isolated patient 
outcome data unrelated to the specific changes in cardiac catheterization procedures. 

Fifth , tlie Arrangement further protected against inappropriate reductions in serv ices by 
ensuring that individual physicians still had available the same selection of devices and 
supplies after implementation of the Arrangement as before. The Arrangement was 
designed to produce savings through inherent clinical and fiscal value and not from 
restricting the availability of devices and supplies. As described above, clinical criteria 
guided the Requestors’ process for selecting products to be standardized, and. to the extent 
cost considerations influenced selections from among products determined to be clinically 
safe and effective, the cost considerations were limited to prices available to the Hospital 
for the particular products. 

Sixth , the Hospital and the Groups provided written disclosures of their involvement in the 
Arrangement to patients whose care might have been affected by the Arrangement and 
provided patients an opportunity to review the cost-savings recommendations prior to 
admission to the Hospital (or, where pre-admission consent was impracticable, prior to 
consenting to the procedure). While we do not believe that, standing alone, such 
disclosures offer sufficient protection from program or patient abuse, effective and 
meaningful disclosure offers some protection against possible abuses of patient trust. 

Seventh , the financial incentives under the Arrangement were reasonably limited in duration 
and amount. 

Eighth , because each of the Groups distributes profits to its members on a per capita basis, 
any incentive for an individual physician to generate disproportionate cost savings was 
mitigated. 

Our decision not to impose sanctions on the Requestors in connection with the Arrangement 
is an exercise of our discretion and is consistent with our Special Advisory Bulletin on 
“Gainsharing Arrangements and CMPs for Hospital Payments to Physieians to Reduee or 


Ordinarily, we would expect patient disclosures to be coupled with patient satisfaction 
suiveys that closely monitor patient perceptions of their care. However, in the context of 
the Arrangement, which focuses on items used in cardiac catheterization procedures, we 
believe that patient satisfaction surt'eys would not be effective. 
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Limit Services to Beneficiaries” (July 1999) (the “Special Advisory Bulletin”). We iterate 
that the CMP applies to any payment by a hospital to a physician that is intended to induce 
the reduction or limitation of items or services to Medicare or Medicaid patients under the 
physician’s direct clinical care. The Arrangement is markedly dift’erent from “gainsharing” 
plans that purport to pay physicians a percentage of generalized cost savings not tied to 
specific, identifiable cost-lowering activities. Importantly, the Arrangement set out the 
specific actions to be taken and tied the remuneration to the actual, verifiable cost savings 
attributable to those actions. This transparency allowed an assessment of the likely effect of 
the Arrangement on quality of care and ensures that the identified actions are the cause of 
any savings. 

“Gainsharing” plans can present substantial risks for both patient and program abuse — risks 
that are not present in the Arrangement, llic limited duration and scope of the 
Arrangement, in combination with the other .safeguards described above, provided .sufTicient 
protections against patient and program abuse. Other arrangements, including those that arc 
longer in duration or more expansive in scope than the Arrangement, arc likely to require 
additional or different safeguards. 

B. The Anti-Kickback .Statute 

ilie anti-kickback statute makes it a criminal offense knowingly and willfiilly to olTcr, pay, 
solicit, or receive any remuneration to induce or reward referrals of items or services 
reimbursable by a Federal health care program. See section 1 1 28B(b) of the Act. Where 
remuneration is paid purposefully to induce or reward referrals of items or services payable 
by a Federal health care program, the anti-kickback statute is violated. By its terms, the 
statute ascribes criminal liability to parties on both sides of an impermissible “kickback" 
transaction. For purposes of the anti-kickback statute, “remuneration” includes the transfer 
of anything of value, directly or indirectly, overtly or covertly, in cash or in kind. 

■flic stamte has been interpreted to cover any arrangement where one purpose of the 
remuneration was to obtain money for the referral of services or to induce further referrals. 
United States v. Kats . 871 F.2d 105 (9th Cir. 1989); United States v. Greber . 760 F.2d 68 
(.Id Cir). cert, denied . 474 U.S. 988 (1985). Violation of the statute constitutes a felony 
punishable by a maximum fine of S25,000, imprisonment up to five years, or both. 
Conviction will also lead to automatic exclusion from Federal health care programs, 
including Medicare and Medicaid. Where a party commits an act described in section 
1 1 28B(b) of the Act, the OIG may initiate administrative proceedings to impose civil 
monetary penalties on such party under section 1 1 28A(a)(7) of the Act. The OIG may also 
initiate administrative proceedings to exclude such party from the Federal health care 
programs under section 1 128(bX7) of the Act. 
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The Department of Health and Human Services has promulgated safe harbor regulations 
that define practices that are not subject to the anti-kickback statute because such practices 
would be unlikely to result in fraud or abuse. See 42 C.F.R. § 1001 .952. The safe harbors 
set forth specific conditions that, if met, assure entities involved of not being prosecuted or 
sanctioned for the arrangement qualifying for the safe harbor. However, safe harbor 
protection is afforded only to those arrangements that precisely meet all of the conditions 
set forth in the safe harbor. 

The safe harbor for personal sers ices and management contracts, 42 C.F.R. § 1001.952(d), 
is potentially applicable to the Arrangement. In relevant part for purposes of this advisory 
opinion, the personal services safe harbor requires that the aggregate compensation paid for 
the services be set in advance and consistent with fair market value in ann’s-length 
transactions. The Arrangement cannot fit in the .safe harbor because the payment owed to 
the Groups was calculated on a percentage basis, and thus the aggregate compensation was 
not set in advance. However, the absence of safe harbor protection is not fatal. Instead, the 
Arrangement must be subject to case-by-case evaluation. 

Like any compensation arrangement between a hospital and a physician who admits or 
refers patients to such hospital, we are concerned that the Arrangement could be used to 
disguise remuneration from the Hospital to reward or induce refenals by the Groups. 
Specifically, the Arrangement could encourage the physicians to admit Federal health care 
program patients to the Hospital, since the physicians receive not only tlieir Medicare Part B 
professional fee, but also, indirectly, a share of the Hospital’s payment, depending on cost 
savings. In other words, the more procedures a physician perfomis at the Hospital, the more 
money he or she is likely to receive under the Arrangement. 

While we believe the Arrangement could result in illegal remuneration if the requisite intent 
to induce referrals were present, we will not impose sanctions in the particular 
circumstances presented here and as qualified below. 

First , the circumstances and safeguards of the Arrangement reduced the likelihood that the 
Arrangement has been used to attract referring physicians or to increase referrals from 
existing physicians. Specifically, participation in the Arrangement was limited to 
physicians already on the medical staff, thus limiting the likelihood that the Arrangement 
would attract other physicians. In addition, the potential savings derived from procedures 
for Federal health care program beneficiaries were capped based on the physicians’ prior 
year’s admissions of Federal health care program beneficiaries. The period for which 
payments were calculated was limited to one year, and the overall amount of available cost- 
savings payments over the one-year term of the contracts was capped, reducing any 
incentive to switch facilities. Finally, admissions were monitored for changes in severity. 
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age, or payor. Thus, while the incentive to refer was not necessarily eliminated, it was 
substantially reduced. 

Second , the structure of the Arrangement eliminated the risk that the Arrangement has been 
used to rew'ard surgeons or other physicians who refer patients to the Groups or their 
physicians. The Groups were the sole participants in the Arrangement and each was 
composed entirely of physicians in a single specialty (i.e. . cardiology, interv entional 
radiology, and vascular surgery, respectively); no surgeons or other physicians are members 
of the Groups or will share in their profit distributions. Within the Groups, profits are 
distributed to members on a per capita basis, mitigating any incentive for an individual 
physician to generate disproportionate cost savings. 

Third , the Arrangement set out with specificity the particular actions that generated the cost 
savings on which the payments will be based. The recommendations in the Executive 
Summary represented a change in cardiac catheterization procedures, for which the 
physicians w ere responsible and had liability exposure. The product standardization carried 
some increased liability risk for the physicians. It is not unreasonable for the physicians to 
receive compensation for the increased risk from the change in practice. Moreover, the 
payments to be made under the Arrangement represent portions of one year's worth of cost 
savings and are limited in amount (i.e. . the aggregate cap), duration (i.e. . the limited 
contract tenn). and scope (i^, the total savings that can be achieved from the 
implementation of any one recommendation are limited). The payments under the 
Arrangement do not appear unreasonable, given, among otlier things, the nature of the 
actions required of the physicians to have implemented the twenty-one recommended 
actions, the specificity of the payment formula, and the cap on total remuneration to the 
Groups,'’ We caution that payments of 50% of cost savings in other arrangements, 
including multi-year arrangements or arrangements with generalized cost-savings formulae, 
could well lead to a different result. 

In light of these circumstances and safeguards, the Arrangement poses a low risk of fraud or 
abuse under the anti-kickback statute. 


We are precluded by statute from opining on whether fair market value shall be or w'as 
paid for goods, services, or property. Sec42U.S.C. § l320a-7d(b)(3)(A). While the 
Requestors have certified that the payments under the Arrangement are consistent with fair 
market value, we do not rely on that certification in this opinion, nor have we have made an 
independent fair market value assessment. 
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III. CONCLUSION 

Notwithstanding the foregoing, w'e iterate our concerns regarding many arrangements 
betw een hospitals and physicians to share cost savings. Improperly designed or 
implemented arrangements risk adversely affecting patient care and could be vehicles to 
disguise payments for referrals. For example, an arrangement that cannot be adequately and 
accurately measured for quality of care would pose a high risk of fraud or abuse, as w ould 
one that rew ards physicians based on overall cost savings without accountability for specific 
cost reduction measures. Moreover, arrangements sUnctured so as to pose a heightened 
potential for patient steering and unfair eompetition w ould be considered suspect. In short, 
this opinion is predicated on the specific arrangement posed by the Requestors and is 
limited to tliat specific arrangement. Other apparently similar arrangements could raise 
difl'erent concerns and lead to a difl'erent result. 

Based on the facts certified in your request for an advisory opinion and supplemental 
submissions, we conclude that: (i) the Arrangement could constitute an improper payment 
to induce the reduction or limitation of serv ices pursuant to sections 1 1 28A(b)( l)-(2) of the 
Act, but that the OIG would not impose sanctions on the Requestors in connection with the 
Arrangement; and (ii) the Arrangement could potentially generate prohibited remuneration 
under the anti-kickback statute, if the requisite intent to induce or reward referrals of 
Federal healtli care program business were present, but that the OIG would not impose 
administrative sanctions on the Requestors under sections 1 128(b)(7) or 1 128A(a)(7) of the 
Act (as those sections relate to the commission of acts described in section 1 128B(b) of the 
Act) in connection with the Arrangement. 

IV. LIMIIATIONS 

The limitations applicable to this opinion include the following: 

• This advisory opinion is issued only to [names redacted], the requestors of this 
opinion. This advisory opinion has no applieation to, and cannot be relied upon by, 
any otlier individual or entity. 

• This advisory opinion may not be introduced into evidence in any matter involving 
an entity or individual that is nut a requestor to this opinion. 

• This advisory opinion is applieable only to the statutory provisions specifically noted 
above. No opinion is expressed or implied herein w ith respect to the application of 
any other Federal, state, or local statute, rule, regulation, ordinance, or other law that 
may be applicable to the Arrangement, ineluding, without limitation, the physician 
self-referral law, section 1877 of the Act. 
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• This advisory opinion will not bind or obligate any agency other than the U.S. 
Department of Health and Human Services. 

• This advisory opinion is limited in scope to the specific arrangement described in 
this letter and has no applicability to other arrangements, even those that appear 
similar in nature or scope. 

• No opinion is expressed herein regarding the liability of any party under the False 
Claims Act or other legal authorities for any improper billing, claims submission, 
cost reporting, or related conduct. 

• This opinion is also subject to any additional limitations set forth at 42 C.F.R. Part 
1008. 

The OIG will not proceed against [names redacted), with respect to any action that is part of 
the Arrangement taken in good faith reliance upon this advisory opinion, as long as all of 
the material facts have been fully, completely, and accurately presented, and the 
Arrangement in practice comports with the infonnation provided. The OIG reserves the 
right to reconsider the questions and issues raised in this advisory opinion and, where the 
public interest requires, rescind, modify, or terminate this opinion. In the event that this 
advisory opinion is modified or terminated, the OIG will not proceed against [names 
redacted), with respect to any action taken in good faith reliance upon this advisory opinion, 
where all of the relevant facts were fully, completely, and accurately presented, and where 
such action was promptly discontinued upon notification of the modification or termination 
of tliis advisory opinion. An advisory opinion may be rescinded only if the relevant and 
material facts have not been fully, completely, and accurately disclosed to the OIG. 


Sincerely, 

/Lewis Morris/ 

Lewis Morris 

Chief Counsel to the Inspector General 


[ Appendix A and Distribution List redacted) 



329 


-AARP 

Real Possibilities 

May 14. 2014 


The Honorable Kevin Brady 
Chairman 

Subcommittee on Health 
Committee on Ways and Means 
Washington, DC 20515 


The Honorable Jim McDermott 
Ranking Member 
Subcommittee on Health 
Committee on Ways and Means 
Washington, DC 20515 


Dear Chairman Brady and Ranking Member McDermott: 


On behalf of the millions of AARP members, and the millions more who rely on Medicare, thank you for holding 
the hearing on April 30, 2014, regarding ideas to improve oversight to reduce Medicare waste, fraud, and abuse. 
While Medicare is just one segment of the larger health care system, improving program integrity is essential to 
lowering overall health care costs. Waste, fraud, and abuse increase the overall cost of health care and may 
harm patients, either by providing them unneeded care or by withholding necessary care. AARP is committed to 
improving the efficiency and cost-effectiveness of our nation’s health care system, and we share the 
Committee’s interest in combating fraudulent and wasteful practices. 

Congress has already taken positive steps to reduce waste, fraud, and abuse in recent health care reform 
legislation. For instance, funding for the Medicare and Medicaid Health Care Fraud and Abuse Control Fund 
has been increased substantially over the past decade. This increased funding has been coupled with more 
rigorous oversight and enforcement by the Centers for Medicare and Medicaid Services (CMS), Department of 
Justice (DOJ), and the Internal Revenue Service (IRS). Considering that the return on investment for program 
integrity efforts is approximately $8.10 for every $1 spent\ maintaining adequate funding is both crucial and 
cost-effective. 


Similarly, the Affordable Care Act has increased scrutiny of providers and suppliers in federal health programs, 
increased transparency requirements for compliance programs, as well as other provisions to reduce conflicts of 
interest. Enhanced screening measures, such as background checks, help root out program abusers. 

Likewise, reporting requirements reduce the influence of a provider's personal financial interests on the choice 
of care provided or offered. These steps are already yielding results, and deserve Congress’s continued 
support. 

However, there is still room for improvement. Enhancements made to Medicare can serve as a catalyst for the 
health care system at large. AARP suggests the Committee consider the following policy changes as options to 
better improve Medicare program integrity: 

• Prioritize spending: A portion of funds recovered from federal and state fraud and abuse control 
efforts should be spent on further enforcement activities. If recovered money is not needed for further 
fraud and abuse control, the excess funds should be redirected to health care programs at CMS, and 
not be redirected to non-health programs at DOJ or IRS. Moreover, activities that provide the greatest 
net benefit to society should be prioritized. 

• Better education: Health care providers should be better educated regarding compliance and to 
prevent or correct unintended errors. Innocent billing errors should not be prosecuted as intentional 
fraud. Similarly, consumers should be better educated to appropriately identify and report instances of 
fraud. Further resources should go to raising consumer awareness, as well. For instance, the Senior 
Medicare Patrol (SMP) program raises awareness and understanding of healthcare programs among 


^The Department of Health and Human Services and The Department of Justice Health Care Fraud and Abuse 
Control Program, “Annual Report for Fiscal Year 2013”, page 8, 
https://oig.hhs.gov/publications/docs/hcfac/FY2013-hcfac.pdf 

1 
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seniors. This knowledge helps seniors to protect themselves from the economic and heatth>related 
consequences of Medicare and Medicaid fraud, error, and abuse. 


Practice guidelines: Linking payment to best practices, as part of larger delivery-system reform, could 
reduce overutiiization by incentivizing more efficient care. Through established practice guidelines, 
states and the federal government should assess resource use and efficiency in conjunction with 
quality, so that doctors, hospitals, and ottier providers are fairly evaluated, and consumers have useful 
information about the value of care they receive. 


Additionally, there are several legislative measures introduced in Congress that would help reduce waste, fraud, 
and abuse in Medicare and Medicaid. In particular, these bills promote safer, more secure programs, as well as 
address beneficiary identity theft. 

S. 1123/H.R. 2305 - The Preventing and Reducing Improper Medicare and Medicaid Expenditures Act 

The PRIME Act would strengthen many existing programs by improving data sharing across federal 
agencies and programs in a way mat would ensure more real-time sharing to discourage and prevent 
payment of fraudulent or duplicate claims. The bipartisan legislation would also Include additional 
penalties for people who illegally distribute Medicare. Medicaid, or CHIP beneficiary identification 
information or provider billing privileges. In addition, the bill would improve upon the Senior Medicare 
Patrol (SMP). which helps educate beneficiaries to detect and report Medicare waste, fraud, and abuse. 
SMP projects also work to resolve beneficiary complaints of potential fraud in partnership with consumer 
protection entities at both the state and federal level. 

H.R. 3616 - The Protecting Seniors from Health Care Fraud Act 

This bill directs the Department of Health and Human Services and Department of Justice to report 
annually to Congress and the public on health care fraud schemes targeted to seniors and steps being 
taken to combat such schemes and to educate seniors about them. 

H.R. 3024 - The Medicare Common Access Card Act 

This bill would establish a pilot program in order to utilize smart card technology for Medicare 
beneficiary and provider identification cards. The smart cards would provide greater security for 
beneficiaries' personal information, thereby reducing the possibility for identity theft. The technology 
would also enable more responsive claims tracking and adjudication, as well as reduce provider 
administrative burden. 

H.R. 2925 - The Strengthening Medicare Anti-Fraud Measures Act 

This bill exdudes persons or entities affiliated with previously convicted or penalized entities from 
participating in federal health care programs. 

S. 612 - The Social Security Number Protection Act 

This bill ensures that the Medicare identification card does not display or electronically store <in an 
unencrypted format) a Medicare beneficiary's Social Security account number. 

Combating fraud and abuse is about more than just saving money. It Is about protecting beneficiaries' ability to 
get the right care at the right time. By strengthening program integrity efforts, we can reduce overutiiization. 
lower costs, and ensure beneficiary identity security. AARP looks forward to working with the Committee as you 
address this important Issue. If you have any questions, please feel free to contact me or have your staff 
contact Ariel Gonzalez of our Government Affairs staff at 202-434-3770 or agonzalez@aarp.(xg. 


Sincerely, 



A. 


Joyce A. Rogers 
Senior Vice President 
Government Affairs 


2 
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ProperV 

Payments 


April 29. 20M 


The Honorable Kevin Brady 

United Slates House of Representatives 

Cbainnan. House Ways & Means Subcommittee on Health 

UOl Longworth HOB. 

Washington. D.C. 20515 

Dear Chairman Brady. 

Otir coalition appreciates the opportunity to contribute recommendations on ways to combat \iedicare waste, fraud and abuse. In 
advance of the health subcommittee's bearing on this topic and in support of our mission to eliminate improper payments. I want 
to share the facts about the Recovery Audit Contractor (RAC) program, which is a vital loo) for fighting waste in Medicare: 

Solution to a Program Plagued by Improper PaymeoK 

• Medicare lo-ses more money to waste than any other federal program. According to the Department of Health and Human 
Services (HHS) FY2013 Agency Financial Report, since 201 i. the rate of improper payments has risen steadily from 8.6% to 
10.)%.' In addition, in FY2013. providers overbillcd Medicare by $45.6 billion." Due to this atanning trend, the Medicare 
Board of Tmstees estimates that the Medicare Tnist Fund will be insolvent by 2026."' 

• In 200.3. Congress mandated the creation of a program to combat rampant Medicare waste. In 2009, the ('enters for Medicare 
and Medicaid Services (CMS) implemented the pennaneut RAC program to identify improper payments and recover misused 
taxpayer funds. Since then. RAC's have recovered over $8.9 billioB. while reviewing less than 2% of medical records. 

A Highly Effective Weapon Against Waste 

• According to CMS. the RAC program works. In its annual RAC report released March 25. 2014. CMS says. "In accordance 
with the President's initiative to eliminate waste and improper payments across Federal programs, the Medicare FFS 
Recovery Audit Program has proven to be a valuable looi lo reduce improper payments.'*"' 

• By the end of FY2013. the RAC program was reluming over$i billion per quarter to the Medicare Trust Fund.* 

• In April 2014. the HHS Office of Inspector General named the RAC program the 'most improved' healthcare integrity 
iniiiaiivc with a $1.4 billion increase in recoveries from FY20i2 to FY20I3." 

A I.egacy of Accuracy 

• According to CMS. the existing RAC pay siructure and penalties promote accuracy above all. As CMS explains: "If an 
improper payment determination is ovcriunicd at any level of appeal, the Recovery Auditor contingency fee must be reiunicd 
to CMS. This process helps ensure the accuracy of the Recovery Auditors' reviews."*" Furthermore. RACs invest 
significant front-end resources to ensure accuracy, including using teams of certified coders, nurses and other clinicians to 
review hutHlreds of medical records. As a result. RACs have an average accuracy rating of 96%. according the lepon 
released last week.*" 

• According to CMS. few RAC decisions are ovemiroed on appeal. In FY20i2. only 7% of RAC decisions were appealed and 
overturned. And in the recent budget justification. CMS explained that the RAC program's consistently low rates of appeal 
show the agency has been "efreciive in ensuring that only valid claims are denied by the Recovery Auditors.'"* 

• According to CMS. RAC program oversigdil is robust and effeclive. From the FY201 S budget justification: "CMS has several 
policies In place to oversee and llinll Recoveiy Auditor actions. Many of these requirements have been in place since the 
national program began. First. CMS approves all RAC review methodologies prior to allowing RACs to identify improper 
payments. (...] Second, an independent validation contractor then selects a random sample of claims, from each RAC, on a 
monthly basis. The results of these validation reviews are compiled to create an annual "accuracy" score for each RAC. which 
is published in the Recovery Audit Programs' Report to Cmigress."* 
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This bearing conies a( a crilical lime for the Medicate Trust Fund- In Fcl>niar>', CMS decided to bar recovery auditors from 
requesting medical records from providers while the agency transitions to the new RAC program contracts, efTeclively hailing all 
oversiglit. CMS anticipates auditing will resiune wlien the new RAC contracts arc awarded, however the status and start dales for 
the new contracts are uukuovs'u. Given the signiftcant financial implications of this pause in oversight, our coalition urges the 
committee to request that CMS expedite the contract>awardiug process. 

Oin coalition sinmgly suppruls tlic ongoing improvenicnt to Medicare oversight. In its five-year existence, the RAC program lias 
been a crilical partner to CMS in bolstering Medicare integrity and promoting program oversight. Furthemiore, onr coalition 
encourages the committee to consider strategies that strengthen the RAC program and healthcare inlegrit)' overall. 

On beliair of program integrity contractors and the nearly 50 million scnicus who rely on Medicare every day, thank you for your 
consideration and for your efforts to improve oversight of our nation’s marquee healthcare program. 

Sincerely, 


Rebecca Reeves 

The American Coalition fm Healthcare Claims Integrity 


' 7ht Dtpartmmt of Hoal^ and Human Sarx teat. FYiOtJ Astacy Futancta! Report. Dae e aAer 20! i. Page H: ht^:/M'ww.hUs.SP<i^i^20l}-hia^enc} ,pnaaciai 

rtpon.p^ 

“ The Department of Health and Human Servteee, Fy20li Agency Ftnancud A^orr. Dacambar 2012, Page 161: htip:/fH'tfw.hkt.go\yaJr/201i-Uu-agenc}-fiHanctal- 

lepoftpt^ 

“ The Board efTrutteas. Federal Hospital buuranea and Federal Supplementary Uedtetd Insurane* Trust Funds, iday H, 20IS. Page 6: http://n'H'tr.ems.gav/Rsseareh- 
Statuttcs-Dala and fystems/StatisItes 7 tends and Rep>oits''Rep>ort3TrustFuntls!Do‘Hyilo<ids'7R20l S.pnff 

" Centers for Madicar0dtU0dieaidSert-icat.FT2OI 2 RAC R^torito Congrats. Marrh 2014. Page II: ht^://ufww.ems.SOr/]tatearehStanstiesData-md- 
Systems/Momtorxng-Ptograms.’Medtcan FFS-Comptlumre Piogianu'Reco\ery-Audtt-Progmnt 'Do>tnloadt/Jt^yort-To-Conpass-Reeomy-Audmng-in-Uaditare-and- 
l4adieaid-Jor-Ftseal-Taar-20l2_0IJtl4p>^ 

’ Centers for Msdteam and IdedieaidSen’iees. Undtrare Fee for Setytea National Raeoi'ory Audit Program Quarterly Hensleaer, SepMember 2013. 

http /Stw cmi ga^'Resrareh Staiunrs Data and SxsIrms Tdontlonng Programs 'hledicarr FFS Comprlianre Piograms Rreo^ery Audit I*rogrttmt7\>nnloods''\ledicare 

FFS Ratmery Audit Program 4ih-Qti - 20! 3-ptdf 

” D^tartment ^ Health and Human Serwas Offiea of Inspector General. U.5. Department of Health and Human Scram Met Mam Requirements of the Improper 
Payments Information Act of 2002 But Did Sot Fully Compily for Fiscal Tear 2013. Apinl 2014. Page 9: hap://oig.hht.go\loaslr^>ons/oiiisr/lll4S2000pdf 
Centers for Medicare A Medicaid Semees, FY20I0 RAC Reptorl to Congress, Oel 2012. Page IF hltp://HM'ni.rms.govlResearchSiahstKsDqta’and- 
Syiiems/Momtoring Piograms Mrdicate-FFS-ComptiiaHfe Proppami'Rrroxery Audit Pragram.Donnloadt/FT20l0ReporlConfreStpdf 

Centers for Medican A Medicaid Semcas.FT20H RAC Report to Congrass. Oct. 2012. Page 32: htp:/Ainm\ems,gpxlRaseprch-foati^cs-Dalaand- 
SystemsMonilonng Proppams Medicait-FFS Compdiance PTogianu- Rccoxery Andlt-Proppnm/DoHnloods/FY20ll-R^iort-To-Coi^r*ss.p>^ 

* Centers for Medicare A Medicaid Semeat-Justificatton cfEsltmatet for Appiropmations Committees, March 2014, Page 219: htqi://ururw.ems.gpWAbout'CMS/Ageney- 
Information/PerformatKeBudget/DcunloadtlFTIOISCJ-Finol.p^ 

’ Centers for Medicare A MedteatdSemces. Justification of Estimates for A^ropinations Committees. March 2014. Page 339: kltp:/fonru.cms,g!in-lAl»ul CM^Agnt^' 
Information'PerformanceBudget'Donnlaodi^Ty.'Olf-CJ-Final.pldf 
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Statement for the Record 
by the 

American Federation of State, County and Municipal Employees (AFSCME) 

For the Hearing on 

Ideas to Improve Medicare Oversight to Reduce Waste, Fraud and Abuse 
Before the 

Subcommittee on Health 
Committee on Ways and Means 
U.S. House of Representatives 
April 30, 2014 

This statement is submitted on behalf of the 1.6 million workers and retiree members of 
the American Federation of State. County and Municipal Employees (AFSCME) for the hearing 
held April 30. 2014 on combating and reducing waste, fraud and abuse in Medicare. 

Medicare is an amazing success story. Thanks to Medicare, older Americans have access 
to modem medicine no matter what their health status or individual income. For nearly 50 years, 
it has helped generations of Americans to keep a foothold in the middle class as they age. 

Because of its guaranteed benefits, seniors and their families are protected from financial ruin 
due to the ravages of illness. However, as the largest payer for most health care serv ices in our 
country, it is important that protecting Medicare from waste, fraud and abuse be a prioritv'. 

Fortunately, the Affordable Care Act (ACA) protects taxpayer and Medicare 
dollars against criminal actions by beefing up enforcement tools, ramping up detection and 
pursuing those who steal, waste or abuse Medicare dollars. 

* The ACA increases federal sentencing guidelines making it easier to gel tougher on 
criminals who steal from Medicare. The law requires the U.S. Sentencing Commission to 
increase the federal sentencing guidelines for health care fraud offenses by 20-50% for 
crimes that involve more than SI .000.000 in losses. The ACA makes obstructing a fraud 
investigation a crime. Thanks to the ACA. it will be easier for the federal government to 
recapture monies acquired through fraudulent practices. In FY 2013, fraud prevention 
and enforcement efforts recovered a record-breaking $4.3 billion in taxpayer dollars from 
those trying to cheat federal health programs serving seniors. 

• The ACA beefs up data matching and integration for law enforcement agencies. This 
makes it easier to identify criminals and prevent fraud among federal agencies that pay 
for health care. As a result, as of September 2013, more than 225,000 providers lost the 
ability to bill Medicare. And. over 14,600 Medicare providers and suppliers had their 
ability to bill Medicare revoked because of felony convictions or noncompliance. 

Regrettably, if the policy of ACA repeal were to become law, as called for in the 
House-passed budget, the new enforcement tools would disappear and likely lead to more 
criminals evading detection, prosecution and time in jail. 

Congress should Change the Laws that .Allow Pharmaceutical Companies to 
“Legally” Overcharge Medicare 
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We expect the hearing to explore improving our nation’s efforts to combat and reduce 
illegal activities taken by Medicare providers to cheat Medicare through fraud and abuse. We 
urge Congress to consider also combatting the ways in which pharmaceutical manufacturers can 
overcharge Medicare. This "legal” waste, fraud and abuse is significant and undermines 
Medicare solvency. It also harms taxpayers and beneficiaries. 

Medicare Part D coverage for prescription drugs is estimated to cost $80 billion in 2014 
and is expected to double by 2022, in large part due to "legal” overpayments to drug 
manufacturers. We urge Congress to enact the following policies to curb the pharmaceutical 
industrx 's ability to "legally” overcharge Medicare. 

* End “iegaP* drug overcharges for low-income beneficiaries. 

When Medicare Part D was implemented, the cost of providing medicines to millions of 
people on Medicaid shot up overnight. Medicaid gets far lower drug prices than 
Medicare. But Medicare Part D told the pharmaceutical industry they no longer had to 
provide the Medicaid discount for the same people who were shifted to Medicare Part D 
plans. 

Ending this "legal” windfall for the drug industry would recover more money for 
Medicare than even record-breaking fiaud recoveries. The Congressional Budget Office says that 
simply restoring the Medicaid discounts for Medicare's low-income beneficiaries would save 
$116 billion over 10 years. 

* Tnleash the purchasing power of 50 million Medicare beneficiaries. 

Current law forbids Medicare from using the purchasing power of nearly 50 million 
Medicare beneficiaries to negotiate directly with drug companies for lower prices. The 
discounts obtained by private Medicare Part D plans are three times less than the ones the 
government gets for Medicaid. Even modest concern over Medicare’s solvency and the 
use of taxpayers’ dollars should compel Congress to give Medicare tools to piusue lower 
drug prices for the program. Estimates are that Medicare could save more than $200 
billion over 10 years. 

* Close the Part D coverage gap, sooner. 

The ACA has helped nearly eight million people with Medicare save $10 billion on their 
medications due to the law’s required prescription drug discounts to close the coverage 
gap for Medicare prescription drugs - knowm as the “donut hole.” The ACA closes this 
coverage gap by 2021. Increasing the drug-maker discounts required by the ACA would 
shorten the donut hole phase-out period. If coverage gap was ended in 2016 it would 
help the sickest beneficiaries and save $7.9 billion for Medicare over 10 years. 

* Stop brand-name drug manufacturers from postponing generic entry into the 
market. 

Many brand-name pharmaceutical manufacturers pay off generic drug companies to 
delay introducing a less expensive generic drug, which keeps brand name prices 
artificially high for Medicare and its beneficiaries. Authorizing the Federal Trade 
Commission to stop these anti-competitive and "legal” wasteful pay-for-delay 
agreements would save Medicare $9.1 billion over 10 years. 
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* Stop allowing drug companies to chai'ge more for new drugs that are not an 
improvement over current medicines. 

Countries such as Germany, Ne%v Zealand and Australia have successftilly used a review 
process to reduce spending on expensive new drugs. Under the administrative processes 
new brand name drugs that are no more effective than existing treatments do not receive 
additional payments from those countries’ health care programs. This process 
encourages pharmaceutical companies to invest in innovatiN e drugs that impros e health 
outcomes. 

Conclusion 

Medicare provides health and financial security to millions of Americans, even during the 
worst economic crisis since the Great Depression. Thankfully, the health care law does much to 
combat waste, fraud and abuse in Medicare, but the greater threat to Medicare is not fraud - it is 
the House-passed budget and “legal” wasteful overcharges from drug companies. 

The House-passed budget would expose Medicare to more waste, fraud and abuse and 
leave beneficiaries to be preyed upon by unscrupulous criminals because it would strip away 
longer sentences for Medicare fraud crimes and take away tools to detect and combat waste, 
fraud and abuse. 

We urge Congress to consider also combating the ways in which pharmaceutical 
manufacturers can overcharge Medicare. These “legal” mechanisms for waste, fraud and abuse 
are significant and undermine Medicare solvency. They also hann taxpayers and Medicare 
beneficiaries and should not be allowed to continue. 
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Academy of 
Managed Care 
Pharmacy* 


April 30. 20H 


Tlic Hoiioiablc Kevin Brady 
Cliairiiian 

Siibcoimiiiticc on tlealth 
Conuiiittee on Ways & Means 
U.S. House of Rcpreseiiialives 
1 102 Ijongworth House OfTice Building 
Washinglon. D.C. 20515 

Dear Oiainnan Brady; 

‘Hiaiik yon for tlic opportimiiy to provide wrilicn coiiunenis related to the April 30. 2014. hearing entitled 
“Ideas to Improve Oversight to Reduce W'aste, Fraud and Abuse.** The Academy of Managed Caie 
Phannacy (AMCP) is pleased to have die opportunity to suggest additional approaches to sieuuning the 
growth of Medicare fraud. 

The Academy of Managed Care Pliamiacy is a national professional association of plianiiacists and other 
health care practitioners who serve society' by the application of sound medication management principles 
and strategies to improve liealih care for all. Hie Academy’s 7.000 members develop and provide a 
diversified range of clinical, educational and business management serv'^ices and strategies on behalf of the 
more ilian 200 million Americans covered by a managed care phannacy benefit. Some of the Academy's 
members work within managed care organizations in special investigative miits to prevent Medicare fraud 
in the Medicare Part D dnig benefit. Others work closely witli law eiiforcemeui to combat Medicare fraud. 

Federal and private-sector estimates of Medicate fraud range from tiuee percent to 10 percent of total 
expenditures, amounting to between $68 billion and $226 billion annually. The substantia] size of the 
dollars lost aiuiually in fraud, waste and abuse in Medicare Parts A. B. C and D liave prompted Medicare 
fraud to be one of the federal government's top priorities. Fraudulent activity within phannacy benefits can 
lake many forms, including patients acquiring piescriplions luider false pretenses, providers writing 
illegitimate prescriptions and the trafficking of coimterfeit drugs. 

Tlie Academy strongly supports the premi.se of stopping the cycle of “paying and chasing" fraudulent 
activity. Tlic Academy appreciates the inclusion of Section 6'402 in tlie Patient Protection and Affordable 
Care Act, P.L. 1 1 1-148, (the Affordable Care Act, or AC A) that penuits the Secretary of the Department of 
Health and Human Services (HHS) to suspend payments to a provider of serv ices or supplier pending an 
investigation of a credible allegation of fraud against the provider of services or supplier in Medicaie Parts 
A and B. luiless iliere is good cause not to suspend the payment. Pmsiiant to this provision. Uie 

too North Pitt Street I Suite 400 
Aleundnd.VA 32914 
flOOS37 2637(703 663 8416 
703 683 8417 
wtvw^mcpofg 
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Secretary is required to consult with the Inspector General of the Department of Health and Human 
Services in determining whether there is a credible allegation of fraud. 

The Academy strongly recommends that the Committee consider legislation that would extend the 
authority in the Affordable Care Act to suspend payment of claims wherein there is a credible allegation 
of fraud in Medicare Part D. Such legislation should provide for an expansion of time in which managed 
care organizations pay claims believed to be fraudulent. Attached is draft legislation to effectuate this 
change to Medicare Part D. 

The problem faced by managed care pharmacy is exacerbated by the Medicare Improvements for Patients 
and Providers Act of 2008 (MIPPA) which adopted a reduced period in which prescription drug plans 
(PDP) are required to pay pharmacies. As a result. Part D plans are limited to a retrospective analysis of 
pharmacy claims and provider payment trends which are primarily directed at administration errors, i.e., 
coding errors, etc. 

Generally, a seven to 10-day payment cycle is required to meet MIPPA’s 14 day “prompt payment” 
standard. For instance, a two-day time period between the end of a payment cycle (run on day 11) and the 
production of payment (run on day 1 3) obviates any significant prospective opportunity to conduct 
analysis of claims and reimbursement data prior to payment being sent to the pharmacy provider. As a 
result. Part D plans must rely on a “pay and chase” approach to recovering suspected fraud once proven. 
One plan’s experience is that since 2006, approximately 9% to 12% of retrospectively reviewed claims 
have been deemed outliers and warranted additional scrutiny and investigation. However, once the claim 
is paid, it is unlikely that it can be recovered. 

Fraud, waste and abuse are unacceptable within any health care program, especially within health care 
programs that are financed through taxpayer dollars. In a time of diminishing financial resources, it is 
more important than ever that Medicare providers, including Part D plan sponsors, are effectively able to 
combat suspected fraud. AMCP recognizes the seriousness of this problem and is supportive of efforts 
that would reduce the instance of fraudulent activity. 

The Academy would be pleased to work with you to develop legislative language that addresses 
fraudulent activity in the Medicare Part D drug benefit. Thank you again for the opportunity to provide 
these written comments. Please do not hesitate to contact Lauren L. Fuller, Vice President, Government 
Affairs, at 703-683-8416 ext. 625 or lfulle r(a). am cp.or g if we maybe of further assistance. 

Sincerely, 


Edith A. Rosato, R.Ph., lOM 
Chief Executive Officer 

cc; The Honorable Jim McDermott 
Ranking Member 

Attachments: Medicare Part D Anti-fraud Act, draft 
Bill Summary 
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(Confidential Discussion Draft: May 21. 2013] 


113th congress 
1ST Session 


H.R. 


To am^od tide XVIII of the Social Security Act to permit prescription drug plan sponsors to withhold 
payments to pharmacies based on credible allegations of fraud, and for other purposes. 


IN THE HOUSE OF THE UNITED STATES 

introduced the following bill', which was read twice and referred to the 

Committee on 


A BILL 


To amend title XVIII of the Social Security Act to permit prescription drug 
plan sponsors to withhold payments to pharmacies based on 
credible allegations of fraud, and for other purposes. 

1 Be it enacted by the Senate and House of Bepi'esenta * 

2 fives of the United States of America in Congress assembled. 

3 SECTION 1. SHORT TITLE. 

4 This Act may be cited as the “Medicare Prescription 

5 Drug Anti-Fraud Act of 2013". 

6 SEC. 2. FINDINGS AND PURPOSES. 

7 (a) Findings. — Congress finds the following^ 


3 
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[Confidential Discussion Draft; May 21, 2013] 

2 

(1) The Secretary of Health and 
Human Services may suspend payments to 
any Medicare fee-for-service provider 
pending an investigation of a credible 
allegation of fraud under section 1862(o) of 
the Social Security Act. 

(2) States may suspend payments to 
any Medicaid provider pending an 
investigation of a credible allegation of fraud 

under section 1903(i)(2)(C) of the Social 
Security Act. 

(3) Medicare prescription drug plan 
sponsors may not suspend payments to any 
pharmacy pending a credible allegation of 
fraud because of prompt payment and any 
willing pharmacy contracting requirements. 

(4) Medicare prescription drug plan 
sponsors can and should play an important 
role in fighting fraud, waste and abuse under 
the Medicare prescription drug program 
under part D of title XVHl of the Social 
Security Act. 

(5) Greater involvement of 
prescription drug plan sponsors will reduce 
the incidence of fraud under the medicare 
progi’am and result in savings for medicare 
beneficiaries and taxpayers. 

(b) Purposes. — The purpose of this Act is to 


4 
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29 reduce payments for fraudulent claims submitted 

{Confidential Discussion Draft: May 21. 2013] 
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under part D of the medicai'e program under title 
XVIII of the Social Security Act by establishing 
piwedures under which pi'escription drug plan 
sponsors may withhold payments to pharmacies 
based on credible allegations of fraud. 

SEC. 3. AUTHORIZATION OF MEDICARE PRESCRIPTION DRUG 
PLANS TO SUSPEND PAYMENTS BASED ON CREDIBLE 
ALLEGATIONS OF FRAUD. 

(a) In General.— Section 1860D 12(b)(4) of the 
Social Security Act (42 U.S.C. 1395w-l 12(b)(4)) is 
amended by adding at the end the following new 
subsection: 

“(H) Authorization of POP Spon.sors 
TO Suspend Payments Based on Credible 
Allegations of Fraud.— 

“(i) In general.— The Secretary 
shall establish pi'ocedures under 
which a PDP sponsor may report to 
the Secretary a credible allegation of 
fraud relating to a pharmacy or other 
supplier furnishing items and services 
under the PDP. 

“(ii) Consultation.— The 

procedures under clause (i) shall 
provide that the Secretary shall 
consult with the Inspector General of 
the Department of Health and Human 
Services in determining whether there 
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is a credible allegation of fraud 
iConfidcntial Discussion Draft: May 21. 2013) 

4 

against a pharmacy or other supplier. 

“(iii) Authorization to 
Suspend Payments.— If the Secretary 
determines there is a credible 
allegation of fraud, the Secretary' may 
authorize the PDP sponsor to suspend 
payments to the pharmacy or other 
supplier pending an investigation of 
such allegation, unless the Secretary 
determines thei'e is good cause not to 
suspend such payments. 

“(iv) Relation to other 
PAYMENT suspension AUTHORITIES.— 
In establishing pi*ocedures under this 
section, the Seci'etary shall consider 
the pi'ocedures established under 
sections 1862(o) and 1903(i)(2)(C). 

“(v) Rule of construction.— 
Nothing in this paragraph shall be 
construed as limiting the authority of 
a PDP sponsor to conduct post-claim 
payment review.”. 

(b) Conforming Amendments.— 

(1) Prompt PA^'MENT requirements.— 
Section 186OD-12(b)(4)0\)(i) of the Social Security 
Act (42 U.S.C. 1393w-112(b)(4)C\)(0) is amended 
by striking “Each contract” and inserting “Subject 
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28 to subparagraph (H), each contract”. 

(Confidential Discussion Draft: May 21. 2013] 

5 

1 (2) ANY WILLING PHARMACY REQUIREMENTS.— 

2 Section 1860D-4(b)(l)CA) of the Social Security Act 

3 (42 U.S.C. 1395w-104(b)(l)(A)) is amended by 

4 striking “A prescription drug plan” and inserting 

5 “Subject to section 1860D-12(b)(4)(H), a 

6 prescription drug plan”. 

7 (c) Effective Date. — T he amendments made by 

8 this section shall apply to plan years beginning on or after 

9 January 1, 2015. 
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Academy of Managed Care Pharmacy 
LEGISLATIVE SPECIFICATIONS 

MEDICARE PRESCRIPTION DRUG ANTI-FRAUD ACT OF 2013 

The Secretary of Health and Human Services, acting through the Centers for Medicare and Medicaid 
Services (CMS), should have similar authority to suspend payments under Medicare Part D to pharmacy 
providers based on credible allegations of fraud as the Secretary has to suspend payments under 
Medicare Parts A and 8 under section 1862(0) of the Social Security Act (with necessary adaptations 
identified below). 


Amend Medicare Part D to add a new provision to section 1860D-12 of the Social Security Act as 
follows: 

• Prescription Drug Plan (POP) sponsors shall report to the Secretary any credible allegation of fraud 
relating to pharmacy providers and suppliers furnishing items and services under the POP. 

• The Secretary may authorize a POP sponsor to suspend payments to a pharmacy provider or 
supplier pending an investigation of a credible allegation of fraud against the pharmacy provider or 
supplier, unless the Secretary determines there is good cause not to suspend such payments. 

• The Secretary shall consult vrith the Inspector General of the Department of Health and Human 
Services in determining whether there is a credible allegation of fraud against a pharmacy provider or 
supplier 

• The process used to determine whether there is a credible allegation of fraud shall be similar to the 
process established for purposes of administering section 1862(0) of the Social Security Act. 

• This provision would supersede the prompt payment requirements, the any willing pharmacy 
contracting requirements, and any other requirements to make Medicare payments to the subject 
pharmacy provider or supplier during the period of suspension. 

• If the Secretary declines to pursue legal remedies, the Secretary may. in its discretion, establish 
procedures under which the subject pharmacy provider or supplier together with the PDP it serves 
may recommend a plan for the pharmacy to meet Medicare Part D requirements, and, if approved by 
the Secretary, would limit or end the payment suspension. 
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May 14, 2014 

The Honorable Kevin Brady 
Chairman 

Committee on Ways and Means 
Subcommittee on Health 
United States House of Representatives 
1 102 Longworth House Office Building 
Washington. D.C. 205 1 5 

RE: Ideas to Improve Medicare Oversight to Reduce Waste, Fraud, and Abuse (April 30, 2014) 
Dear Chairman Brady, 

The American Medical Rehabilitation Providers Association (AMRPA) appreciates the 
opportunity to provide our recommendations and innovative solutions on how to more 
effectively prevent and combat fraud, waste, and abuse (FWA) in the Medicare program in 
connection with the Subcommittee’s hearing held on April 30, 2014. AMRPA is the national 
trade association representing more than 500 freestanding inpatient rehabilitation hospitals, 
inpatient rehabilitation units of general hospitals (IRH Us), outpatient rehabilitation service 
providers, skilled nursing facilities (SNFs) as well as a number of long-term care hospitals 
(LTCHs). AMRPA members work with approximately 600,000 patients per year to maximize 
patient health, functional skills, independence and participation in society. 

AMRPA is supportive of eliminating fraud and abuse in the Medicare program. We appreciate 
the Subcommittee’s efforts to bring together the federal agencies responsible for the execution 
and oversight of FWA initiatives including the Centers for Medicare and Medicaid Scix'ices 
(CMS), the Office of the Inspector General (OIG), and the Government Accountability Office 
(GAO) at the April 30 hearing to determine what steps they have taken to strengthen the integrity 
of the program while protecting Medicare beneficiaries and the Medicare Trust Fund. Members 
of the Subcommittee raised important questions about prevention of FWA including removal of 
the Social Security number from the Medicare identification card and strengthening the provider 
enrollment process to preclude fraudulent providers from enrolling in and hilling the Medicare 
program. However, we remain extremely concerned that the current panoply of FWA programs 
is complex, redundant, overly burdensome, and inadvertently creates barriers to access to care 
for medical rehabilitation patients. We think it is critical that the Subcommittee host a second 
hearing featuring stakeholders from the provider and consumer communities to gain a better 
understanding of the challenges, both financial and adminisUative, of the audit and appeals 
process and to provide suggestions that will maintain the integrity of the Medicare program 
while preserving access to healthcare services. To ensure federal fraud and abuse resources arc 
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appropriately targeted, AMRPA offers recommendations for the Subcommittee's consideration. 
Specifically; 

I. Rehabilitative Care is Critically Important to Patients Working to Overcome 
Difficult — and Offen Devastating — Conditions 

Rehabilitative care is an essential component of the health care delivery system that works with 
patients to minimize physical and cognitive impairments, maximize bmctional ability, and 
restore lost functional capacity. The goal of rehabilitation is to return patients to home, work, or 
an active retirement. Individuals may require rehabilitative services for a variety of reasons 
including trauma, disease, or congenital deformity. Conditions treated by rehabilitation 
providers include, but are not limited to, spinal cord injuries, head and brain injuries, hip or other 
fractures, amputations, stokes, neurological disease, cardiovascular disease, pulmonary disease, 
and musculoskeletal disease. 

In recent years, many have seen the dramatic impact of rehabilitation on the lives of people 
facing drastic changes in their lives because of illness or injury. After intense rehabilitation 
received in rehabilitation hospitals, former Representative Gabby Giffords (D-AZ), Senator Tim 
Johnson (D-SD) and Senator Mark Kirk (R-IL) have made incredible strides in their ability to 
walk, speak, carry out other activities of daily life, and return to their communities. While 
Senators Johnson and Kirk and Representative Giffords are public examples of the importance of 
rehabilitation treatment and the contributions of our nation's rehabilitation hospitals, there are 
hundreds of thousands of Americans each day who are fighting to regain their own ability to 
function through medical rehabilitation programs. Most of them succeed. More than 74 percent 
of our patients return to their communities. 

II. Multiple Medicare C'ompliance Contractors I hreaten Patient Access to Care, 
Burden Suppliers, and Do Not Effectively Address Fraud and .\buse 

In the last decade. Congress and the Administration have created multiple entities designed to 
combat fraud and abuse in the Medicare program. These contractors include Medicare 
Administrative Contractors (MACs), Recovery Auditors (RAs), and Program Integrity 
Contractors such as Program Safeguard Contractors (PSCs) and Zone Program Integrity 
Contractors (ZPICsJ.lTie creation of these entities was rooted in the justifiable desire to protect 
Medicare resources. However, these entities have failed to protect the programs’ resources while 
burdening patients and providers. 

Medicare FWA contractors have been exceptionally active in denying claims for various, often 
confusing, reasons. These denials are ultimately overturned in the vast majority of cases. 
Government sources show a similar — if not a severe — pattern. A report issued by CMS in 
March 2011, entitled A/B Medicare Administrative Contractor (MAC} Composite Benchmark 
Metric Report: March 31, 2011, examined the effectiveness of the MACs based on certain 
benchmarks such as number of denials overturned on appeal. The report examined MAC 
performance for the first six months of 2010. Of note, approximately 42 percent of MAC denials 
for Part A services and 58 percent of denials for Part B services were overturned on the first level 
of appeal, the redeterminaiion level. These statistics indicate that FWA resources are being 
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misspenl on aclivities that do not effectively target actual fraud. In her testimony before the 
Subcommittee, Kathleen King, Director of Health Care for the GAO, noted that while CMS does 
conduct oversight of the MACs, these reviews are not timely and that mistakes can be made by 
these contractors before a problem is identified and corrected which calls into question the 
effectiveness of Medicare contractors in preventing and correcting FWA. 

These denials, and the resulting appeals process that providers must undertake, impose 
significant burdens on providers. The traditional appeals process has four steps before a provider 
can appeal to a federal District Court. As a result, providers must slowly wind their way through 
the appeals process in a costly c.xcrcisc that at best can lake 1 8-24 months. However, in 
December 2013 the Office of Medicare Hearings and Appeals (OMHA) informed Medicare 
providers and beneficiaries that due to the high volume of appeals to the third level of the 
Medicare appeals process, hearings before the Administrative Law Judge (ALJ) would be 
delayed at least 28 months. According to OMHA, the average processing lime for an ALJ appeal 
decision as of April 2014 was 346 days despite a statutory mandate that ALJ cases be decided 
within 90 days of the date the appeal is filed'. Recent smdies and surveys on the implementation 
of the RA program demonstrate significant burdens on providers. The delay and cost of the 
Medicare appeals process is wholly unacceptable, in violation of the law, and creates a chilling 
effect for beneficiary access to care. 

These burdens are widespread and cumulative. Each of the various contractors can contact a 
provider at the same lime and request multiple documents. At limes, the various contractors 
request the same documents, ensuring redundancy and inefficiency in the system. The 
multiplicity of contractors, the volume of requests and potential denials, and the lengthy appeals 
process is overwhelming — and excessively costly at multiple levels — for providers. 

Some of the burden originates from misaligned incentives built in to the payment structures of 
certain contractors. Federal authorities have long said that health eare consultants should avoid 
contingency payments due to the incentives for upcoding, misbilling, and other improper claims. 
This applies equally to contractors, who have incentives to improperly deny legitimate claims for 
the sake of maximizing the contractor’s own profit. The incentives to identify “overpayments”- 
even those that are later overturned - are demonstrated by recent analysis of CMS data. 

Although RAs are authorized to identify and correct underpayments to providers, the clear focus 
of these contractors is on the identification of overpayments. According to a CMS report 
analyzing the first quarter 20 1 4 results of RA aclivities, RAs found a total of $665 million in 
overpayments but only $71.5 million in underpayments. 

Likewise, in identifying overpayments, seen as the primary mission of the contractors, these 
contractors themselves may be wasting federal dollars. For example, in a separate report 
analyzing the effectiveness of Medicaid Integrity C ontraclors, the Department of Health and 
Human Sers'ices (HHS) DIG found that '‘[fjew of the audits assigned to Audit MICs from 
January through June 2010 identified overpayments.”^ Of the 370 audits assigned to Audit 
MICs, 8 1 percent either did not identify overpayments or are unlikely to identify overpayments. 


’ 42 use 1395ff(d|(l)(A) 

* Office of the Inspector General, Department of Health aixl Human Services. Early Assessment of Audit Medicaid 
Integrity Contractors, OEI-t)5-l0-002l0 (Mar. 2012). 
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The skewed incentives that reward some contractors based on the number of claims they deny 
has created significant, unnecessary and costly problems. 

Unfortunately, these administrative costs and burdens ultimately impact patient care. Clinical 
staff working on defending denials may be taken away from their direct patient care 
responsibilities to respond to voluminous and redundant documentation requests from multiple 
contractors. Additionally, providers may be hesitant to admit certain categories of clinical cases 
if these categories are subject to close to 100 percent review, no matter how sueeessftil the 
outeome of the final appeal. The negative impact to patient care and optimal patient treatment 
deserves further oversight and review. 

While the work of contractors to combat fraud and abuse is vital, the cost of pursuing appeals, 
coupled with the high rate of success by providers on appeal, indicates that current fraud and 
abuse programs are not working effectively and are in need of reform. As discussed more liilly 
below. Congress must immediately take several specific steps to begin to reform current FWA 
programs. 

III. To Improve Federal Fraud, Waste, and .Abuse Efforts, Congress Should Consolidate 
Contractors, Establish a Contractor Clearinghouse, Limit Records Requests, Penalize 
InefTicient Contractors, and Ensure Qualified Resiewers 

Addressing these issues can be accomplished in a way that maintains the focus on preventing 
fraud while lessening burdens on providers and patients. Specifically, Congress can take the 
following actions to ensure FWA funds are being used effectively: 

• Consolidate the number of Medicare compliance contractors, including claims processing 
and program integrity contractors, and clarify each contractor’s responsibility, scope of 
authority to request records, and ability to deny payments; 

• Establish a government-wide clearinghouse that coordinates the activities of these 
contractors, including all requests for records; 

• Create reasonable absolute numbers of records that can be requested in any 60-day 
period; 

• Increase transparency regarding the sources contractors use when adjudicating provider 
claims. When CMS contractors use proprietary, subscription-based services that interpret 
or reinterpret Medicare coverage and admission policies for purposes of making their 
own coverage or medical necessity determinations, they should be required to release 
those materials to the providers that arc subject to claims review; 

• Prohibit contingency payments to RAs and any other contractors seeking to identify and 
collect overpayments to eliminate the perverse incentives to deny claims inappropriately; 


Penalize contractors that trigger overpayment demands or denials that arc overturned at 
high rates; 
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• Subject cases that MACs identify for review to prior authorization.^ Providers that 
demonstrate a high degree of accuracy over time could ultimately be able to attest, 
without pre-authorization, that the services billed meet Medicare coverage guidelines; 

• Assure that compliance contractors and others reviewing appeal requests utilize 
appropriately qualified staff and issue decisions in a timely fashion to prevent lengthy 
and unnecessary delays in the resolution of these appeals; 

• Require that ALJ decisions comply with the statutory timeframes for issuing timely 
decisions; and 

• Eliminate Uie Qualified Independent Contractor (QIC) level of appeals (the second level 
of the Medicare appeals process). These contractors appear to “rubber stamp” the 
decision made at the first level of appeal and a majority of these decisions are ultimately 
appealed to the ALJ. If this level of appeal was eliminated it would create at least a 
portion of the resources necessary to administer the ALJ level of appeal as intended by 
Congress. 

AMRPA supports the letter signed by Senate Finance Committee Ranking Member Orrin Hatch 
(R-UT), Energy and Commerce Committee Chairman Fred Upton (R-MI), former Senate 
Finance Committee Chairman Max Baucus (D-MT), Energy and Commerce Committee Ranking 
Member Henry Wa.\man (D-CA), Senate Judiciary Committee Ranking Member Charles 
Grassley (R-IA)» Senator Tom Cobum (R-OK), Representative Cliff Steams (R-FL), Senator 
Tom Carper (D-DE), Representative Diane DeGetie (D-CO), Representative Charles Boustany 
(R-LA), and Representative John Lewis (D-GA) to the GAO requesting a study on the 
coordination of contractor efforts to ensure that beneficiaries are receiving the care to which they 
arc entitled and that contractors are working efficiently.^ 

IV. Providers with Pending Appeals Should Not Be Subject to False Claims Act 
Liability as a Result of the ACA’s “60 Day Repayment Rule.” 

The Affordable Care Act requires a provider to report and repay overpayments or face potential 
False Claims Act liability.^ Unfortunately, the provision does not address how this requirement 
interacts with the appeals process for providers contesting a contractor's decision to reject a 
claim. Congress and CMS should make clear that providers appealing a denied claim are not 
subject to the 60 day reporting requirement until the conclusion of the appeals process. 

Under current practice, if a contractor reviews and then denies a claim, it issues a demand letter 
for the repayment. The provider may then respond in one of three ways: (I) repay the claim; 


^ This prior authorization should be based on the existing inpatient reiiabililalion hospital and unit medical necessity 
coverage guidelines foiuid at 42 CFR412. 622(aX3) ^ (aX^). 

Letter ftom Ottin Hatch (R-UT), Energy aiK) Commerce Committee Chairman Fred Upton (R-MI), Senate Finance 
Committee Chairman Max Bauens (D-MT), et aL to Gene Dodaio, Comptroller General of tire United States (June 26, 
2012 ). 

* Patient Protection and .Affordable Care Act. § 6402(a), 42 U.S.C. § 13208- 7k (2010). 
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(2) seek 10 have repayment delayed while it pursues the appeals process; or (3) follow the 
traditional appeals process and repay the claim. The traditional appeals process allows for a 
review of the contractor’s decision to deny the claim. However, the process is e.\tremcly time- 
consuming. The appeals process involves five phases, and as noted, above can take well over a 
year. 

AMRPA is concerned that Section 6402(a) of the Affordable Care Act may cause problems for 
providers seeking to pursue the appeals process. Section 6402(a) requires a person who has 
received an overpayment to report and return the overpayment within 60 days of its 
identification. On February 16, 2012, CMS published in the Federal Register a proposed mk 
entitled “Medicare Program: Reporting and Returning of Overpayments” implementing this 
requirement. The proposed rule does not acknowledge nor address the relationship among the 
appeals process, the recoupment process, and the requirement to repay overpayments within 60 
days. The proposed rule docs not specify whether the potential overpayment in question is to be 
identified by the provider or the contractor. If identified by the contractor, the 60-day window to 
repay to avoid a false claims detennination does not appear to take into consideration provider 
appeal rights. 

This presents providers with a difficult decision. The provider may wait to repay a potential 
overpayment until the appeals process is e.vhausted but in so doing risk additional penalties for 
filing a false claim for failure to repay these funds within 60 days. Alternately, the provider 
could repay the funds while simultaneously appealing and wait to be reimbursed if the denial is 
subsequently overturned during the appeals process. While we recognize overpayments should 
be returned in a timely fashion, providers should clearly have the ability to challenge denials and 
overpayment demands, using well-established administrative mechanisms, without fear of False 
Claims Act liability. 

The proposed rule also authorizes a ten year look-back period which subjects any claim 
submitted within the last ten years to the 60-day repayment period. If finalized, the look-back 
period would create a significant administrative burden for providers. A provider could be 
required to review all claims from the last ten years of the type that a MAC or RA is reviewing to 
ensure an overpayment was not received. 

Recommendation: Congress Should .-kllow Providers to F)xhaust the .\ppeals Process 
Before Imposing False Claims Act Liability 

To ensure that providers do not face inappropriate False Claims Act liability. Congress and CMS 
should: 


* Make the appeals and recoupment processes available to providers prior to having to 
repay a claims that may fall within the scope of Section 6402 (a) of the ACA; 
o One approach is for CMS to address this concern in the definitions of 

“identification” and “reconciliation” in the final rule implementing this provision. 
These terms must be defined in such a way that a provider could avail itself of 
the recoupment and appeals processes and essentially stay repayment of the 
claim until the appeals process is e.vhausted; and 
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• Continue to monitor the response rate of the entity responsible for reviewing appeals at 
each level to guarantee that decisions are issued within the specified timeframes of the 
appeals process. 

V. C'ontractors Often Deny Claims Based on Meaningless, Technical C ompliance 
Problems and Overlook the Clinical Judgment of Physicians 

AMRPA remains very concerned that the various contractors often overzealously search for 
minor, technical reasons to deny claims rather than concentrating on uncovering actual 
fraudulent activity. AMRPA recognizes that full and complete documentation of the patient’s 
status and of the medical record is critical to assuring proper care for medical rehabilitation 
patients, starting with the point of referral and the preadmissions screening. In addition. 

AMRPA appreciate that payers can establish reasonable documentation requirements to ensure 
payment for services is appropriate. However, strict and completely rigid attention to the 
technical aspects of this documentation creates an unnecessary burden for providers and an 
inappropriate barrier for patients as providers are forced to spend time and eRbrt meeting 
detailed contractor requirements. 

AMRPA believes that in reviewing claims these technical aspects should be considered 
secondary to the overall clinical assessment and the needs of the patient. For example, denials 
have been issued for missing deadlines by as little as an hour. Rehabilitation providers are 
required to perform a post-admission evaluation within 24 hours of the patient’s admission to the 
IRH U. AMRPA has learned that contractors have denied claims if the physician signature was 
provided an hour late, even if the evaluation demonstrated that a patient needed an inpatient 
rehabilitation level of care. It appears that contractors are focusing on technical requirements 
and overlooking the clinical judgment of the physician and the needs of the patient. 

Recommendation: Congress Should Protect Patient Care by Creating Standards that 
Penalize Consistently Non-Compliant Providers while Reducing the Focus on Technical 
Mistakes 

To improve the efficiency of federal fraud, waste, and abuse efforts. Congress should ensure that 
contractors arc focused upon providers with a history of non-compliance, not providers who have 
made minor, technical mistakes. Congress should work to: 

• Create a “non-compliance threshold” that withholds payment to consistently non- 
compliant providers while not penalizing providers for infrequent, technical mistakes; 

o For example, a threshold might be set that denies payment for exceeding time 
requirements by more than 10 or 20 percent of the standard, or denies payment 
when a recurring pattern of non-compliance is obser\'ed during an audit (more 
than 30 percent of the records reviewed, for example); and 

• Establish a “medical judgment” standard that recognizes the responsibility and authority 
of the physician to make medical determinations. As part of this standard, establish a 
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physician ''compliance rate" such that contractors only deny payments when a certain 
threshold of denied claims is reached. 

VI. Congress Should Immediately .\ct to Implement Fraud, Waste, and Abuse Reform 

In conclusion, AMRPA appreciates the opportunity to share our concerns regarding fraud and 
abuse initiatives undertaken by the federal government and provide our recommendations. 
AMRPA strongly supports ensuring that taxpayer dollars are being spent appropriately and that 
Medicare beneficiaries are protected. AMRPA believes that current FWA programs are 
duplicative, burdensome, and inefiective and encourages Congress to reform the current 
initiatives to ensure a streamlined and timely process. Ultimately, such reforms will allow the 
government to prevent FWA and allow providers to focus on their core missions — ensuring their 
patients achieve the best clinical outcomes. 

If you have any questions, please do not hesitate to contact Carolyn Zollar (czollar@amrpa.org), 
Sarah Warren (swarTcn@amipa.org) or Martha Kendrick (mkendrick@pattonboggs.com). 


Sincerely, 



Bruce M. Gans. M.D. 

Chair, AMRPA Board of Directors 

Executive Vice President and Chief Medical Officer, Kessler Institute for Rehabilitation 
National Medical Director for Rehabilitation, Select Medical 
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American Orthotic & 
Prosthetic Association 


statement of the American Orthotic and Prosthetic Association on 
Combating Fraud, Waste, and Abuse in the Medicare Program, April 30, 2014 

The American Orthotic and Prosthetic Association (AOPA) is pleased to provide this statement 
concerning Medicare fraud and the delivery of care to Medicare beneficiaries who have suffered a loss 
of a limb or impaired use of a limb or the spine. AOPA, founded in 1917, is the largest orthotic and 
prosthetic trade association with a national membership that draws from all segments of the field of 
artificial limbs and customized bracing for the benefit of patients who have experienced limb loss or 
limb impairment resulting from a chronic disease or health condition. Members include patient care 
facilities, manufacturers and distributors of prostheses, orthoses, and related products, plus educational 
and research institutions. 

Annual Medicare spending for custom orthotics and all prosthetics is less than one percent of all 
Medicare spending. However, Medicare fraud has an outsized impact on the beneficiaries whose limb 
loss or impairment results in the need for orthotics or prosthetics. Patients treated by AOPA's members 
already are confronted with the trauma of limb loss or impairment, loss of mobility, diminished 
independence, and sometimes financial hardship. When seen by a fraudulent supplier, the patient also 
oftentimes experiences a financial loss after paying for a device that is inappropriate or never delivered. 
Additionally, a patient in this situation has to find another supplier and make another copayment, and 
he or she may lose important time in the rehabilitation process. Dobson-DaVanzo's research concluded 
that nearly one-third of the $3.62 billion CMS paid between 2007-2011 for orthotic and prosthetic 
services for Medicare beneficiaries went to unlicensed providers, as well as those who fail to meet the 
accreditation requirement legislated by Congress in 2000. Additional research by Oobson-DaVanzo 
tracking Medicare data has demonstrated the overall cost-effectiveness of O&P care. For example, the 
analytic work indicated that over the first eighteen months patients who receive spinal orthoses had 
total Medicare episode payments that were 0.3% lower than those who did not receive orthotic bracing 
for the comparable back ailment. These are important trends for saving Medicare dollars. 

AOPA and its members believe the best way to fight fraud In the orthotics and prosthetics sector is to 
prevent fraud in the first place. We also believe that it is possible - and preferable - to combat fraud 
without punishing an entire healthcare sector because of the actions of a handful of bad actors. 
Regrettably, it seems that the Centers for Medicare and Medicaid Services (CMS) has opted for the latter 
approach, despite Congress having given the agency adequate authority to drive fraudulent suppliers 
from the Medicare program. 

The Fraud-Fighting Tools CMS Has Not Used 

Section 427 of the Beneficiary Improvement and Protection Act (BIPA) of 2000 requires CMS to ensure 
that Medicare payments for custom fabricated orthotics and all prosthetics are furnished by "qualified 
practitioners" and "qualified suppliers." The orthotics and prosthetics profession supported this effort 
and consistently has pushed to have this requirement implemented. Currently, 14 states have enacted 
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orthotics and prosthetics licensure statutes. In 2005, CMS issued Transmittal 656 to Medicare payment 
contractors specifying that contractors must have claims processing edits in place to make sure that in 
those states v^here prosthetics or orthotics must be provided by a licensed or certified orthotist or 
prosthetist, payments are made only to practitioners and suppliers that meet relevant state orthotics 
and prosthetics licensure laws. However, CMS has not taken concrete steps to enforce this 
requirement. For example, in 2009, a "60 Minutes" expose demonstrated that CMS was paying 
unlicensed providers for orthotic and prosthetic services. The amount of Medicare funds inappropriately 
paid by CMS was in the tens of millions. The fraud discussed in that report involved Florida, a state with 
orthotics and prosthetics licensure requirements. 

Since Congress passed BIPA, AOPA and its members have met with CMS administrators and staff 
regarding implementation of the law, and In 2007, we were told that proposed regulations would be 
issued by the end of that year. We are still waiting. On June 25, 2013, AOPA shared with CMS the 
results of two studies that demonstrate that CMS had been paying unlicensed suppliers. 

• In one study, the health economics and policy consulting firm Dobson-DaVanzo 

examined Medicare claims data from 2007*2011 and did not find significant changes in 
the distribution of payments to medical supply facilities with uncertified orthotics and 
prosthetics professionals on their staffs. We note that orthotist and prosthetist licensing 
requirements In most states track very closely with the typical certification 
requirements of training and education so that a person who is not certified will almost 
never meet eligibility for licensure. It is possible to be certified and not licensed, but it is 
virtually impossible to be licensed and not certified. 


• In the other study, conducted in 2013, orthotics and prosthetics suppliers who were 
receiving Medicare payments were contacted in three licensure states and asked if they 
had a licensed orthotics and prosthetics professional on staff. This study revealed that 
65 out of 78 surveyed suppliers by their own admission did not have a licensed 
professional on staff. 


In a letter to AOPA dated August 2, 2013, CMS Administrator Marilyn Tavenner denied that CMS has 
been paying unlicensed orthotics and prosthetics suppliers, in the letter. Administrator Tavenner states 
that systematic claims edits have been in place since 2005 to deny claims submitted by unlicensed 
suppliers in nine states with orthotics and prosthetics licensure requirements (AL, FL, IL. NJ, OH, OK, Rl, 
TX, and WA) and that the agency is implementing claims edits for the remaining five states with 
licensure requirements (AR, GA, KY, MS and TN). (This was reported in a Medicare Learning Network 
Matters article on the same day.) This amounts to an admission by the agency that it has been paying 
unlicensed suppliers in at least five licensure states (and CMS has omitted any reference to Pennsylvania 
and Iowa, both of which have enacted O&P licensure as well). Also, the effectiveness of the claims edits 
in the other nine states is questionable, in light of the fraud that has been documented in two of these 
states (FL and TX) since 2005 when these edits reportedly were Implemented. 

It is difficult to understand how the relative proportion of Medicare payments to non*certified orthotics 
and prosthetics suppliers is unchanged if unlicensed providers no longer are receiving payments in 
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states where certification is required. We have seen evidence of only a small reduction in the 
proportion of payments to non-certified orthotics and prosthetics personnel since 2009. This also is 
supported by the results of the independent survey of orthotics and prosthetics suppliers, which showed 
that unlicensed, non-certified suppliers continue to provide and be paid for orthotics and prosthetics 
furnished to Medicare beneficiaries, even in states where licensure is required. 

H. R. 3112, the Medicare Orthotics and Prosthetics Improvement Act, has been introduced in Congress 
and would build upon the fraud-fighting provisions included in 8tPA. It would help reduce fraud, protect 
patients, and save Medicare funds by keeping out fraudulent providers in the first place. As the Dobson- 
DaVanzo report notes: "If CMS was to actively enforce that unlicensed providers cannot receive 
payment for providing orthotics and prosthetics services to Medicare beneficiaries within a licensure 
state. Medicare savings could be realized. Under such enforcement of limiting payments to providers 
with proven licensure and standards of training and experience, payments to unqualified providers 
would be eliminated. As the '60 Minutes' special suggested, allowing non-certified personnel to provide 
these services, especially in states with licensure, could lead to fraud and abuse in orthotics and 
prosthetics services, as well as expose patients who received these services to inappropriate or 
substandard care. Therefore, shifting payments to only certified providers could result in better care for 
beneficiaries and lower Medicare payments." An estimate of how much could be saved by 
implementation of these provisions is provided in the following excerpt from a 2009 report prepared by 
Morrison Informatics. 


Table 1 - First Year Medicare Savings Estimated Range Following H.R. 2479 (now H.R. 3112) 
Provisions, with Amendment 


Provision 


Medicare 

Savings Proportion 

of Savings 

Range 


Credentialed Providers 

$40- 

$101 

47% 

State Licensure 

$28 

$71 

33% 

Provider Certification 

$18 

■$44 

20% 


Total 


$86 - $216 


100% 
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Figure 1 •* Minimum Cumulative lO-Year Medicare Savings Projection Following H.R. 2479 (now H.R. 
3112) Provisions, with Amendment 



Concerns about CMS's failure to implement BIPA Section 427 were brought to the agency's attention 
most recently in a tetter from the Chair of the House Ways and Means Committee and the Chair of the 
Health Subcommittee. CMS's response, dated March 6. 2014, stated that CMS is developing a notice of 
proposed rulemaking and anticipates that it will be published in 2014. AOPA is skeptical, since we have 
been told by Ms. Tavenner and other CMS administrators in the past that proposed regulations were 
forthcoming. In its response, CMS also said that "when a state has enacted a new licensure law, CMS 
implements an edit that immediately limits payment to only those suppliers that have a specialty of 
orthotics and prosthetics on their enrollment applications. Then the (National Supplier Clearinghouse] 
determines whether all orthotic and prosthetic suppliers in the affected state have the required licenses 
or certifications." However, the National Supplier Clearinghouse generally scrutinizes a potential 
orthotics and prosthetics supplier only when the supplier seeks a new Medicare provider number and 
on a regular three year re-enrollment cycle thereafter. AOPA is not aware of actions taken by National 
Supplier Clearinghouse to monitor orthotics and prosthetics suppliers for licensure after granting a 
Medicare number. 

In summary, CMS currently has several tools at its disposal to bolster its efforts to fight fraud in the 
orthotics and prosthetics field, yet it has failed to avail itself of its full arsenal. It has not issued any 
regulations to implement Section 427 of BIPA, and edits to prevent payment to unlicensed orthotics and 
prosthetics suppliers have not been implemented fully. These shortcomings were highlighted by the 
HHS Office of Inspector General in Its October, 2012 report entitled, "CMS Has Not Promulgated 
Regulations to Establish Payment Requirements for Prosthetics and Custom-Fabricated Orthotics," but 
still no rules have been promulgated. 
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RAC Audits and the AU Appeals Backlog 

Instead of using tools to keep bad actors from participating in the orthotics and prosthetics sector, CMS 
has ramped up the Recovery Audit Contractor (RAC) program, which has had the effect of punishing 
legitimate providers. 

While CMS makes payments to unlicensed and unaccredited providers, contravening Congress's 
intention, legitimate suppliers have been subject to RAC and prepayment audits conducted by 
contractors who appear to play by their own set of rules. It also appears that RAC audits penalize 
suppliers for paperwork or documentation errors as often, or more often, than it catches those 
perpetrating fraud. This sometimes results in legitimate providers, especially those who are small 
businesses, suffering cash flow problems or going out of business. AOPA estimates that roughly 100 
orthotics and prosthetics suppliers have gone out of business, at least in part due to these 
audit/recoupment related cash flow problems. The impact of these closings extends beyond economics 
and business— it directly and negatively affects individuals with limb loss, as they have been deprived of 
long-standing, clinically-beneficial relationships with their health care providers. We note that AOPA has 
sued the U.S. Department of Health and Human Services (HHS) over RAC audits and how they are being 
applied to orthotics and prosthetics suppliers. 

We feel that certain actions by CMS have compromised the due process rights of orthotics and 
prosthetics suppliers. For example, CMS issued a "Dear Physician" letter on its website in August, 2011 
that had the effect of establishing new policy for payment for artificial limbs, and it applied the new 
policy retroactively in RAC and prepayment audits as to claims for dates of service as much as two years 
before the policy was issued in the letter. 


There has been an explosion in the number of RAC audit claims under Medicare Part 6 for artificial limbs 
that are appealed to the Administrative Law Judge (AU) level. Congress and CMS have provided some 
modest relief for Medicare Part A providers, but none of this relief has been extended to Part 8 claims 
for artificial limbs. While we appreciate the difficult task facing the Office of Medicare Hearings and 
Appeals (OMHA), timely redress of improperly denied payments is critical. Many suppliers, particularly 
in the orthotics and prosthetics field, are small businesses that do not have the luxury of waiting months 
for payment of services legitimately furnished. In fact, just last year, 35 Members of Congress wrote to 
HHS Secretary Kathleen Sebelius that well-intentioned efforts to reduce fraud and abuse in Medicare 
may be harming access for vulnerable Medicare beneficiaries and placing undue burdens on legitimate 
orthotic and prosthetic providers, in a context of increasingly aggressive CMS audits, OMHA's decision to 
suspend AU review of provider and supplier claims is devastating to suppliers who deliver Medicare 
services to over 40 million beneficiaries. 

Congress showed that it understood the importance of timely processing of Medicare appeals when it 
included in BIPA a requirement that an AU Issue a decision about a case within 90 days of the date when 
the appeal request was filed. However, by OMHA's own admission, the current wait time for a hearing 
before an AU has increased to 16 months. In some areas that wait is as long as 26 months, which is 
unacceptable. 
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At the February 12, 2014 OMHA public hearing on this issue, Judge Griswold gave an explanation of 
OMHA's position, but offered few if any short-term remedies that would restore the right of a timely AU 
hearing to providers. With AUs siding fully with appellants in over half of all decisions, AU hearings 
realistically amount to a provider's primary means of challenging costly and often prejudicial CMS 
auditor decisions. As OMHA is leaving Medicare providers without an avenue of redress against 
auditors' payment denials, we believe it is only fair that CMS suspend these audits until an appropriate, 
timely, and statutorily required system providing due process to providers is restored. 

Conclusion 

In conclusion, AOPA wants to continue to work with Congress and CMS to ensure that those who prey 
on Medicare beneficiaries do not find the orthotics and prosthetics sector an easy place to establish and 
operate a fraud scheme. We offer our support for developing more effective means to fight Medicare 
fraud that does not punish legitimate suppliers who are playing by the rules. We believe that the fairest 
and most effective system is one that prevents fraud before it starts, and we hope that Congress will 
direct CMS to develop a system taking the pathways outlined in both Section 427 of BIPA 2000 and H.R. 
3112 to deter fraud, promote program integrity, and protect the due process rights of legitimate 
orthotics and prosthetics suppliers. 

AOPA appreciates the efforts of the Chairman of the Committee and of the Subcommittee on Health for 
working with us to find ways to better regulate our profession. We hope to continue to work with you 
to improve the quality of care we deliver to patients who need orthotics and prosthetics and to protect 
the integrity of the Medicare program. 


O 



